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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


NUCLEAR  REGULATORY 
COMMISSION 

[N  RC— 2009-0098] 

10CFR  Part  35 

RIN  31 50-AI59 

Medical  Use  of  Byproduct  Material — 
Authorized  User  Clarification, 
Confirmation  of  Effective  Date 

AGENCY:  Nuclear  Regulatory 
Commission. 

ACTION:  Direct  final  rule:  Confirmation 
of  effective  date. 

SUMMARY:  The  Nuclear  Regulatory 
Commission  (NRC)  is  confirming  the 
effective  date  of  September  28,  2009,  for 
the  direct  final  rule  that  was*published 
in  the  Federal  Register  on  July  14,  2009 
(74  FR  33901).  This  direct  final  rule 
amended  the  NRC’s  regulations  to 
clarify  that  individuals  who  do  not  need 
to  comply  with  the  training  and 
experience  requirements  as  described  in 
the  applicable  regulations  for  the 
medical  use  of  byproduct  material  ( i.e ., 
are  “grandfathered”)  may  serve  as 
preceptors  and  work  experience 
supervisors  for  individuals  seeking 
recognition  on  NRC  licenses  for  the 
same  medical  uses  of  byproduct 
material. 

DATES:  The  effective  date  of  September 
28,  2009,  is  confirmed  for  this  direct 
final  rule. 

ADDRESSES:  Documents  related  to  this 
rulemaking,  including  comments 
received,  may  be  examined  at  the  NRC 
Public  Document  Room,  Room  0-1F23, 
11555  Rockville  Pike,  Rockville,  MD 
20852. 

FOR  FURTHER  INFORMATION  CONTACT: 

Edward  M.  Lohr,  Office  of  Federal  and 
State  Materials  and  Environmental 
Management  Programs,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555-0001,  telephone  301-415- 
0253,  e-mail — Edward.Lohr@nrc.gov. 


SUPPLEMENTARY  INFORMATION:  On  July 
14,  2009  (74  FR  33901),  the  NRC 
published  in  the  Federal  Register  a 
direct  final  rule  amending  its 
regulations  in  10  CFR  part  35  to  clarify 
that  individuals  who  do  not  need  to 
comply  with  the  training  and 
experience  requirements  as  described  in 
the  applicable  regulations  fpr  the 
medical  use  of  byproduct  material  [i.e., 
are  “grandfathered”)  may  serve  as 
preceptors  and  work  experience 
supervisors  for  individuals  seeking 
recognition  on  NRC  licenses  for  the 
same  medical  uses  of  byproduct 
material.  In  the  direct  final  rule,  NRC 
stated  that  if  no  significant  adverse 
comments  were  received,  the  direct 
final  rule  would  become  final  on 
September  28,  2009.  The  NRC  did  not 
receive  any  comments  that  warranted 
withdrawal  of  the  direct  final  rule. 
Therefore,  this  rule  will  become 
effective  as  scheduled. 

Dated  at  Rockville,  Maryland,  this  21st  day 
of  August  2009. 

For  the  Nuclear  Regulatory  Commission. 

Michael  T.  Lesar, 

Chief,  Rulemaking,  Directives  and  Editing 
Branch,  Division  of  Administrative  Services, 
Office  of  Administration. 

[FR  Doc.  E9— 20677  Filed  8-26-09;  8:45  am] 

BILLING  CODE  7590-01 -P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  23 

[Docket  No.  CE296;  Special  Conditions  No. 
23-236-SC] 

Special  Conditions:  Cessna  Aircraft 
Company,  Model  525C  (CJ4);  Lithium 
Ion  Battery  Installation 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Final  special  conditions. 

SUMMARY:  These  special  conditions  are 
issued  for  the  Cessna  Aircraft  Company, 
model  525C  (CJ4)  airplane.  This 
airplane  will  have  a  novel  or  unusual 
design  feature(s)  associated  with  the 
installation  of  lithium  ion  (Li-ion) 
batteries.  Cessna  Aircraft  Company 
proposes  to  use  a  lithium-ion  main 
battery  on  the  new  model  525C  (CJ4) 
commuter  category  airplane  for  main 
battery  applications,  and  is  also 


considering  the  use  of  this  technology  in 
several  other  auxiliary  battery 
applications  in  this  airplane.  This  type 
of  battery  possesses  certain  failure, 
operational  characteristics,  and 
maintenance  requirements  that  differ 
significantly  from  that  of  the  nickel 
cadmium  and  lead  acid  rechargeable 
batteries  currently  approved  in  other 
normal,  utility,  acrobatic,  and  commuter 
category  airplanes.  The  applicable 
airworthiness  regulations  do  not  contain 
adequate  or  appropriate  safety  standards 
for  this  design  feature.  These  special 
conditions  contain  the  additional  safety 
standards  that  the  Administrator 
considers  necessary  to  establish  a  level 
of  safety  equivalent  to  that  established 
by  the  existing  airworthiness  standards. 
DATES:  Effective  Date:  August  19,  2009. 
FOR  FURTHER  INFORMATION  CONTACT: 

Ervin  Dvorak,  Aerospace  Engineer, 
Standards  Office  (ACE-111),  Small 
Airplane  Directorate,  Aircraft 
Certification  Service,  Federal  Aviation 
Administration,  901  Locust,  Room  301, 
Kansas  City,  Missouri  64106;  telephone 
(816)  329-4123;  facsimile  (816)  329- 
4090. 

SUPPLEMENTARY  INFORMATION: 
Background 

On  August  9,  2006,  Cessna  Aircraft 
Company  applied  for  an  amendment  to 
Type  Certificate  Number  AlWI  to 
include  the  new  model  525C  (CJ4).  The 
model  525C  (CJ4),  which  is  a  derivative 
of  the  model  525B  (CJ3)  currently 
approved  under  Type  Certificate 
Number  AlWI,  is  a  commuter  category, 
low-winged  monoplane  with  “T”  tailed 
vertical  and  horizontal  stabilizers, 
retractable  tricycle  type  landing  gear 
and  twin  turbofan  engines  mounted  on 
the  aircraft  fuselage.  The  maximum 
takeoff  weight  is  16,950  pounds,  the 
Vmo/Mmo  is  305  KLAS/M  0.77  and 
maximum  altitude  is  45,000  feet.  Cessna 
Aircraft  Company  proposes  to  utilize  Li- 
ion  batteries  for  main  battery 
applications,  and  is  considering  the  use 
of  this  technology  in  several  other 
auxiliary  battery  applications  in  this 
airplane. 

Type  Certification  Basis 

Under  the  provisions  of  14  CFR  part 
21,  §  21.101,  Cessna  Aircraft  Company 
must  show  that  the  model  525C  (CJ4) 
meets  the  applicable  provisions  of  the 
requirements  incorporated  by  reference 
in  Type  Certificate  No.  AlWI  or  14  CFR 
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part  23,  as  amended  by  Amendments 
23-1  through  23-57  thereto.  The 
regulations  incorporated  by  reference  in 
the  type  certificate  are  commonly 
referred  to  as  the  original  type 
certification  basis. 

In  addition,  the  certification  basis 
includes  certain  special  conditions,  and 
exemptions  that  are  not  relevant  to  these 
special  conditions. 

In  addition  to  the  applicable 
airworthiness  regulations  and  special 
conditions,  the  model  525C  (CJ4)  must 
comply  with  the  fuel  vent  and  exhaust 
emission  requirements  of  14  CFR  part 
34  and  the  noise  certification 
requirements  of  14  CFR  part  36  and  the 
FAA  must  issue  a  finding  of  regulatory 
adequacy  under  §  611  of  Public  Law  92- . 
574,  the  “Noise  Control  Act  of  1972.” 

If  the  Administrator  finds  that  the 
applicable  airworthiness  regulations 
(i.e.,  14  CFR  part  23)  do  not  contain 
adequate  or  appropriate  safety  standards 
for  the  model  525C  (CJ4)  because  of  a 
novel  or  unusual  design  feature,  special 
conditions  are  prescribed  under  the 
provisions  of  §  21.16. 

The  FAA  issues  special  conditions,  as 
defined  in  §  11.19,  under  §  11.38  and 
they  become  part  of  the  type 
certification  basis  under  §  21.101. 

Special  conditions  are  initially 
applicable  to  the  model  for  which  they 
are  issued.  Should  the  type  certificate 
for  that  model  be  amended  later  to 
include  any  other  model  that 
incorporates  the  same  or  similar  novel 
or  unusual  design  feature,  the  special 
conditions  would  also  apply  to  the  other 
model  under  §  21.101. 

Novel  or  Unusual  Design  Features 

Cessna  Aircraft  Company,  model 
525C  (CJ4)  will  incorporate  the 
following  novel  or  unusual  design 
features: 

Cessna  Aircraft  Company  proposes  to 
use  lithium  ion  (Li-ion)  batteries  for 
main  battery  applications,  and  is 
considering  the  use  of  this  technology  in 
several  other  auxiliary  battery 
applications  on  the  Cessna  Aircraft 
Company,  model  525C  (CJ4)  airplane. 
This  type  of  battery  possesses  certain 
failure  and  operational  characteristics, 
ahd  maintenance  requirements  that 
differ  significantly  from  that  of  the 
nickel  cadmium  (Ni-Cd)  and  lead  acid 
rechargeable  batteries  currently 
approved  for  installation  in  small 
airplanes.  Current  regulations  in  14  CFR 
part  23  do  not  address  installation  of  Li- 
ion  batteries.  These  special  conditions 
require  that  all  characteristics  of  the  Li- 
ion  battery  and  its  installation  that 
could  affect  safe  operation  of  the  Cessna 
Aircraft  Company,  model  525C  (CJ4) 
airplane  are  addressed,  along  with 


establishing  that  appropriate 
maintenance  requirements  must  be 
provided  to  ensure  electrical  power  is 
available  from  the  batteries  when 
needed. 

Discussion 

The  applicable  part  21  and  part  23 
airworthiness  regulations  governing  the 
installation  of  batteries  in  general 
aviation  airplanes,  including  part  23, 

§  23.1353  were  derived  from  Civil  Air 
Regulations  (CAR  3)  as  part  of  the 
recodification  that  established  Federal 
Aviation  Regulation  14  CFR  part  23.  The 
battery  requirements,  which  were 
identified  as  14  CFR  part  23,  §  23.1353, 
were  basically  a  rewording  of  the  CAR 
requirements  that,  did  not  add  any 
substantive  technical  requirements.  An 
increase  in  incidents  involving  battery 
fires  and  failures  that  accompanied  the 
increased  use  of  Ni-Cd  batteries  in 
airplanes  resulted  in  rulemaking 
activities  on  the  battery  requirements  for 
business  jet  and  commuter  category 
airplanes.  These  regulations  were 
incorporated  into  14  CFR  part  23, 

§  23.1353(f)  and  (g),  which  apply  only  to 
Ni-Cd  battery  installations. 

The  proposed  use  of  Li-ion  batteries 
on  the  Cessna  Aircraft  Company,  model 
525C  (CJ4)  airplane  has  prompted  the 
FAA  to  review  the  adequacy  of  the 
existing  battery  regulations  with  respect 
to  that  chemistry.  As  the  result  of  this 
review,  the  FAA  has  determined  that 
the  existing  regulations  do  not 
adequately  address  several  failure, 
operational,  and  maintenance 
characteristics  of  Li-ion  batteries  that 
could  affect  safety  of  the  battery 
installation  and  the  reliability  of  the 
Cessna  Aircraft  Company,  model  525C 
(CJ4)  airplane  electrical  power  supply. 

Li-ion  batteries  in  general  are 
significantly  more  susceptible  to 
internal  failures  that  can  result  in  self- 
sustaining  increases  in  temperature  and 
pressure  (i.e.  thermal  runaway)  than 
their  Ni-Cd  and  lead-acid  counterparts. 
This  is  especially  true  for  overcharging 
a  Li-ion,  which  will  likely  result  in 
explosion,  fire,  or  both.  Certain  types  of 
Li-ion  batteries  pose  a  potential  safety 
problem  because  of  the  instability  and 
flammability  of  the  organic  electrolyte 
employed  by  the  cells  of  those  batteries. 
The  severity  of  thermal  runaway 
increases  with  increasing  battery 
capacity  due  to  the  higher  amount  of 
electrolyte  in  large  batteries. 

If  the  discharge  of  the  cells  is  below 
a  typical  voltage  of  3.0  volts  on  some 
versions  of  Li-ion  batteries,  they  will 
subsequently  no  longer  accept  a  charge. 
This  loss  of  capacity  may  not  be 
detected  by  the  simple  voltage 
measurements  commonly  available  to 


flight  crews  as  a  means  of  Checking 
battery  status,  a  problem  shared  with 
Ni-Cd  batteries. 

Unlike  Ni-Cd  and  lead-acid  cells, 
some  types  of  Li-ion  cells  employ 
electrolytes  that  are  known  to  be 
flammable.  This  material  can  serve  as  a 
source  of  fuel  for  an  external  fire  in  the 
event  of  a  breach  of  the  cell  container. 

The  intent  of  these  special  conditions 
is  to  establish  appropriate  airworthiness 
standards  for  Li-ion  battery  installations 
in  the  Cessna  Aircraft  Company,  model 
525C  (CJ4)  airplane,  and  to  ensure,  as 
required  by  14  CFR  part  23,  §  23.601, 
that  these  battery  installations  do  not 
possess  hazardous  or  unreliable  design 
characteristics.  These  special  conditions 
adopt  the  following  requirements  as  a 
means  of  addressing  these  concerns: 

•  Inclusion  of  those  sections  of  14 
CFR  part  23,  §  23.1353  that  are 
applicable  to  Li-ion  batteries. 

•  Inclusion  of  the  flammable  fluid  fire 
protection  requirements  of  14  CFR  part 
23,  §  23.863.  In  the  past,  this  rule  was 
not  applied  to  the  batteries  of  business 
jet  or  commuter  category  airplanes  since 
the  electrolytes  utilized  in  lead-acid  and 
Ni-CD  batteries  are  not  considered  to  be 
flammable. 

•  Addition  of  new  requirements  to 
address-the  potential  hazards  of 
overcharging  and  overdischarging  that 
are  unique  to  Li-ion  battery  designs. 

Addition  of  maintenance 
requirements  to  ensure  that  batteries 
used  as  spares  are  maintained  in  an 
appropriate  state  of  charge  (SOC). 

Discussion  of  Comments 

Notice  of  proposed  special  conditions 
No.  23-09-02-SC  for  the  Cessna 
Aircraft  Company,  Model  525C  (CJ4) 
airplanes  was  published  on  June  4,  2009 
(74  FR  26818).  No  comments  were 
received,  and  the  special  conditions  are 
adopted  as  proposed. 

Applicability 

As  discussed  above,  these  special 
conditions  are  applicable  to  the  Cessna 
model  525C  (CJ4).  Should  Cessna 
Aircraft  Company  apply  at  a  later  date 
for  a  change  to  the  type  certificate  to 
include  another  model  incorporating  the 
same  novel  or  unusual  design  feature, 
the  special  conditions  would  apply  to 
that  model  as  well. 

Conclusion 

This  action  affects  only  certain  novel 
or  unusual  design  features  on  one  model 
of  airplane.  It  is  not  a  rule  of  general 
applicability. 

List  of  Subjects  in  14  CFR  Part  25 

Aircraft,  Aviation  safety,  Reporting 
and  recordkeeping  requirements. 


Federal  Register / Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


43621 


The  authority  citation  for  these 
special  conditions  is  as  follows: 

Authority  49  U.S.C.  106(g),  40113,  and 
44701;  14  CFR  21.16  and  21.17;  14  CFR  11.38 
and  11.19. 

The  Special  Conditions 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  following  special 
conditions  are  issued  as  part  of  the  type 
certification  basis  for  Cessna  Aircraft 
Company,  model  525C  (CJ4)  airplanes. 

Cessna  Aircraft  Company,  model 
525C  (CJ4)  Li-ion  battery  installation. 

In  lieu  of  the  requirements  of  14  CFR 
part  23,  §  23.1353  (a)  through  (e),  Li-ion 
batteries  and  battery  installations  on  the 
Cessna  Aircraft  Company,  model  525C 
(CJ4)  airplane  must  be  designed  and 
installed  as  follows: 

(1)  Safe  cell  temperatures  and 
pressures  must  be  maintained  during 
any  probable  charging  or  discharging 
condition,  or  during  any  failure  of  the 
charging  or  battery  monitoring  system 
not  shown  to  be  extremely  remote.  The 
Li-ion  battery  installation  mqst  be 
designed  to  preclude  explosion  or  fire  in 
the  event  of  those  failures. 

(2)  Li-ion  batteries  must  be  designed 
to  preclude  the  occurrence  of  self- 
sustaining,  uncontrolled  increases  in 
temperature  or  pressure. 

(3)  No  explosive  or  toxic  gasses 
emitted  by  any  Li-ion  battery  in  normal 
operation  or  as  the  result  of  any  failure 
of  the  battery  charging  or  monitoring 
system,  or  battery  installation  not 
shown  to  be  extremely  remote,  may 
accumulate  in  hazardous  quantities 
within  the  airplane. 

(4)  Li-ion  batteries  that  contain 
flammable  fluids  must  comply  with  the 
flammable  fluid  fire  protection 
requirements  of  14  CFR  part  23,  v 

§  23.863(a)  through '(d). 

(5)  No  corrosive  fluids  or  gasses  that 
may  escape  from  any  Li-ion  battery  may 
damage  surrounding  airplane  structure 
or  adjacent  essential  equipment. 

(6)  Each  Li-ion  battery  installation 
must  have  provisions  to  prevent  any 
hazardous  effect  on  structure  or 
essential  systems  that  may  be  caused  by 
the  maximum  amount  of  heat  the 
battery  can  generate  during  a  short 
circuit  of  the  battery  or  of  its  individual 
cells. 

(7)  Li-ion  battery  installations  must 
have  a  system  to  control  the  charging 
rate  of  the  battery  automatically,  so  as 
to  prevent  battery  overheating  or 

.  overcharging,  and 

(i)  A  battery  temperature  sensing  and 
over-temperature  warning  system  with  a 
means  for  automatically  disconnecting 
the  battery  from  its  charging  source  in 


the  event  of  an  over-temperature 
condition,  or, 

(ii)  A  battery  failure  sensing  and 
warning  system  with  a  means  for 
automatically  disconnecting  the  batter}' 
from  its  charging  source  in  the  event  of 
battery  failure. 

(8)  Any  Li-ion  battery  installation 
whose  function  is  required  for  safe 
operation  of  the  airplane,  must 
incorporate  a  monitoring  and  warning 
feature  that  will  provide  an  indication 
to  the  appropriate  flight  crewmembers, 
whenever  the  capacity  and  SOC  of  the 
batteries  have  fallen  below  levels 
considered  acceptable  for  dispatch  of 
the  airplane. 

(9)  The  Instructions  for  Continued 
Airworthiness  (ICAW)  must  contain 
recommended  manufacturers 
maintenance  and  inspection 
requirements  to  ensure  that  batteries, 
including  single  cells,  meet  a  safety 
function  level  essential  to  the  aircraft’s 
continued  airworthiness. 

(i)  The  ICAW  must  contain  operating 
instructions  and  equipment  limitations 
in  an  installation  maintenance  manual. 

(ii)  The  ICAW  must  contain 
installation  procedures  and  limitation  in 
a  maintenance  manual,  sufficient  to 
ensure  that  cells  or  batteries,  when 
installed  according  to  the  installation 
procedures,  still  meet  safety  functional 
levels,  essential  to  the  aircraft’s 
continued  airworthiness.  The  limitation 
must  identify  any  unique  aspects  of  the 
installation. 

(iii)  The  ICAW  must  contain 
corrective  maintenance  procedures  to 
functionally  check  battery  capacity  at 
manufacturers  recommended  inspection 
intervals. 

(iv)  The  ICAW  must  contain 
scheduled  servicing  information  to 
replace  batteries  at  manufacturers 
recommended  replacement  time. 

(v)  The  ICAW  must  contain 
maintenance  inspection  requirements  to 
visually  check  for  a  batter}’  and/or 
charger  degradation. 

(10)  The  ICAW  must  contain 
requirements  that  batteries  in  a  rotating 
stock  (spares)  that  have  experienced 
degraded  charge  retention  capability  or 
other  damage  due  to  prolonged  storage 
must  be  functionally  checked  at 
manufacturers  recommended  inspection 
intervals  before  installation. . 

(11)  The  System  Safety  Assessment 
process  must  address  the  software  and 
complex  hardware  levels  for  the 
sensing,  monitoring  and  warning 
systems,  if  these  systems  contain 
complex  devices.  The  functional  hazard 
assessment  (FHA)  for  the  system  is 
required  based  on  the  intended 
functions  described.  The  criticality  of 
the  specific  functions  will  be 


determined  by  the  safety  assessment 
process  for  compliance  with  14  CFR 
part  23,  §  23.1309,  and  Advisory 
Circular  23.1309-lD  contains 
acceptable  means  for  accomplishing  this 
requirement.  For  determining  the  failure 
condition,  the  criticality  of  a  function 
will  include  the  mitigating  factors.  The 
failure  conditions  must  address  the  loss 
of  function  and  improper  operations. 

These  special  conditions  are  not 
intended  to  replace  14  CFR  part  23, 

§  23.1353  in  the  certification  basis  of  the  . 
Cessna  Aircraft  Company,  model  525C 
(CJ4)  airplanes.  These  special  conditions 
apply  only  to  Li-ion  batteries  and 
battery  installations.  The  battery 
requirements  of  14  CFR  part  23, 

§  23.1353  would  remain  in  effect  for 
batteries  and  battery  installations  on  the 
Cessna  Aircraft  Company,  model  525C 
(CJ4)  airplane  that  do  not  use  Li-ion 
chemistry. 

Issued  in  Kansas  City,  Missouri,  on  August 
19,  2009. 

Kim  Smith, 

Manager,  Small  Airplane  Directorate,  Aircraft 
Certification  Service. 

[FR  Doc.  E 9-20726  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2007-28035;  Directorate 
Identifier  2006-NM-293-AD;  Amendment 
39-15998;  AD  2009-18-02] 

RIN  21 20-AA64 

Airworthiness  Directives;  Boeing 
Model  767  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule. 


SUMMARY:  The  FAA  is  adopting  a  new 
airworthiness  directive  (AD)  for  certain 
Boeing  Model  767  airplanes.  This  AD 
requires  sealing  certain  fasteners  and* 
stiffeners  in  the  fuel  tank,  changing 
certain  wire  bundle  clamp 
configurations  on  the  fuel  tank  walls, 
inspecting  certain  fasteners  in  the  fuel 
tanks  and  to  determine  the  method  of 
attachment  of  the  vortex  generators.,  and 
corrective  action  if  necessary.  This  AD 
results  from  fuel  system  reviews 
conducted  by  the  manufacturer.  We  are 
issuing  this  AD  to  prevent  possible 
ignition  sources  in  the  auxiliary  fuel 
tank,  main  fuel  tanks,  and  surge  tanks 
caused  by  a  wiring  short  or  lightning 
strike,  which  could  result  in  fuel  tank 
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SUPPLEMENTARY  INFORMATION: 


explosions  and  consequent  loss  of  the 
airplane. 

DATES:  This  AD  becomes  effective 
October  1,  2009. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  certain  publications  listed  in  the  AD 
as  of  October  1,  2009. 

ADDRESSES:  For  service  information 
identified  in  this  AD,  contact  Boeing 
Commercial  Airplanes,  Attention:  Data 
&  Services  Management,  P.O.  Box  3707, 
MC  2H-65,  Seattle,  Washington  98124- 
2207;  telephone  206-544-5000, 
extension  1;  fax  206-766-5680;  e-mail 
me.boecom@boeing.com;  Internet 
https://www.myboeingfleet.com. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  address  for  the 
Docket  Office  (telephone  800-647-5527) 
is  the  Document  Management  Facility, 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590.  , 

FOR  FURTHER  INFORMATION  CONTACT: 
Douglas  Bryant,  Aerospace  Engineer, 
Propulsion  Branch,  ANM-140S,  FAA, 
Seattle  Aircraft  Certification  Office, 

1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  917-6505;  fax  (425)  917-6590. 


Discussion 

The  FAA  issued  a  supplemental 
notice  of  proposed  rulemaking  (NPRM) 
to  amend  14  CFR  part  39  to  include  an 
AD  that  would  apply  to  certain  Boeing 
Model  767  airplanes.  That  supplemental 
NPRM  was  published  in  the  Federal 
Register  on  October  16,  2008  (73  FR 
61378).  That  supplemental  NPRM 
proposed  to  require  sealing  certain 
fasteners  and  stiffeners  in  the  fuel  tank, 
changing  certain  wire  bundle  clamp 
configurations  on  the  fuel  tank  walls, 
inspecting  additional  fasteners  in  the 
fuel  tanks  and  to  determine  the  method 
of  attachment  of  the  vortex  generators, 
and  corrective  action  if  necessary. 

Comments 

We  provided  the  public  the 
opportunity  to  participate  in  the 
development  of  this  AD.  We  have 
considered  the  comments  received  on 
the  supplemental  NPRM. 

Support  for  the  NPRM 

Boeing  concurs  with  the  contents  of 
the  NPRM. 

Request  for  Final  Rule  To  Include 
Reference  to  Supplemental  Type 
Certificate  (STC)  ST01920SE 

Delta  requests  that  the  final  rule 
include  a  reference  to  STC  ST01920SE, 
dated  October  15,  2008,  which  installs 
winglets  on  certain  Boeing  767  airplanes 
that  have  similar  fastener  sealing 
requirements  in  coincidental  locations 
defined  in  the  proposed  AD.  Delta  states 
that  including  the  specific  common 
areas  of  the  referenced  STC  in  the  final 


rule  would  simplify  compliance  if  the 
STC  has  already  been  incorporated,  and 
.Iso  preclude  de-modification  if  the  STC 
is  incorporated  after  the  AD. 

We  partially  agree  with  the 
commenter’s  statement.  The 
requirements  for  fasteners  that  penetrate 
the  fuel  tank  are  the  same  in  both  the 
STC  and  AD.  We  disagree  with 
referencing  the  STC  in  the  AD  because 
there  is  insufficient  information 
contained  in  the  request  to  identify  the 
specific  areas  that  are  common  between 
the  STC  and  AD.  However,  the 
commenter  may  formally  request  an 
approval  for  an  alternative  method  of 
compliance,  as  provided  by  paragraph 
(h)  of  this  AD,  if  the  request  includes 
more  specific  information  to  enable  us 
to  determine  whether  the  proposed 
method  would  provide  an  adequate 
level  of  safety. 

Conclusion 

We  have  carefully  reviewed  the 
available  data,  including  the  comments 
received,  and  determined  that  air  safety 
and  the  public  interest  require  adopting 
the  AD  as  proposed  in  the  supplemental 
NPRM. 

Costs  of  Compliance 

There  are  about  925  airplanes  of  the 
affected  design  in  the  worldwide  fleet. 
The  following  table  provides  the 
estimated  costs  for  U.S.  operators  to 
comply  with  this  AD.  There  are  no  U.S.- 
registered  airplanes  in  Group  3  of 
Boeing  Service  Bulletin  767-57A0102. 
The  average  labor  rate  is  $80  per  work 
hour. 


Estimated  Costs 


Boeing  Service  Bulletin 

1 

Group 

Work  hours  Parts 

| 

Cost  per 
airplane 

Number  of 
U.S.-reg-  I 
istered  air¬ 
planes 

Fleet  cost 

767-57 A0100  . . 

1 

6  minimal  .... 

$480 

341 

$163,680 

2 

114  minimal  .... 

9,120 

21 

191,520 

3 

1  none  . 

80 

17 

1,360 

767-57A0102  . 

1 

246  1,632  . 

21,312 

341 

7,267,392 

2 

874  1 ,304  . 

71,224 

21 

1 ,495,704 

3 

24  338  . 

2,258 

0 

0 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 


part  A,  subpart  III,  section  44701, 
“General  requirements.”  Under  that 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 


products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
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responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  this  AD: 

(1)  Is  not  a  “significant  regulatory* 
action”  under  Executive  Order  12866; 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979);  and 

(3)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 
See  the  ADDRESSES  section  for  a  location 
to  examine  the  regulatory  evaluation. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  Federal  Aviation 
Administration  (FAA)  amends  §  39.13 
by  adding  the  following  new 
airworthiness  directive  (AD): 

2009-18-02  Boeing:  Amendment  39-15998. 
Docket  No.  FAA-2007-28035; 

Directorate  Identifier  2006-NM-293-AD. 

Effective  Date 

(a)  This  AD  becomes  effective  October  1, 
2009. 


Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Model  767-200, 

-300,  -300F,  and  -400ER  series  airplanes; 
certificated  in  any  category;  as  identified  in 
Boeing  Service  Bulletin  767-57A0100, 
Revision  1,  dated  June  19,  2008;  and  Boeing 
Service  Bulletin  767-57A0102,  Revision  1, 
dated  November  27,  2007. 

Unsafe  Condition 

(d)  This  AD  results  from  fuel  system 
reviews  conducted  by  the  manufacturer.  We 
are  issuing  this  AD  to  prevent  possible 
ignition  sources  in  the  auxiliary  fuel  tank, 
main  fuel  tanks,  and  surge  tanks  caused  by 
a  wiring  short  or  lightning  strike,  which 
could  result  in  fuel  tank  explosions  and 
consequent  loss  of  the  airplane. 

Compliance 

(e)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Fastener  Sealant  Application 

(f)  For  airplanes  identified  in  Boeing 
Service  Bulletin  767-57A0100,  Revision  1, 
dated  June  19,  2008:  Within  60  months  after 
the  effective  date  of  this  AD,  do  the  actions 
in  paragraphs  (f)(1)  and  (f)(2)  of  this  AD  in 
accordance  with  the  Accomplishment 
Instructions  of  Boeing  Service  Bulletin  767- 
57A0100,  Revision  1,  dated  June  19,  2008,  as 
applicable. 

(1)  For  Groups  1  and  2  airplanes:  Seal  the 
ends  of  the  fasteners  on  the  brackets  that 
hold  the  vortex  generators,  and  seal  the  ends 
of  the  fasteners  on  certain  stiffeners  on  the 
rear  spar,  as  applicable. 

(2)  For  Group  3  airplanes:  Do  a  detailed 
inspection  to  determine  the  method  of 
attachment  of  the  vortex  generators  and, 
before  further  flight,  do  all  applicable 
specified  corrective  actions. 

Wire  Bundle  Sleeve  and  Clamp  Installation 
and  Fastener  Sealant  Application 

(g)  For  airplanes  identified  in  Boeing 
Service  Bulletin  767-57A0102,  Revision  1, 
dated  November  27,  2007:  Within  60  months 
after  the  effective  date  of  this  AD,  do  the 
actions  specified  in  paragraphs  (g)(1),  (g)(2), 


and  (g)(3)  of  this  AD,  as  applicable,  in 
accordance  with  the  Accomplishment 
Instructions  of  Boeing  Service  Bulletin  767- 
57A0102,  Revision  1,  dated  November  27, 
2007. 

(1)  Change  the  wire  bundle  clamp 
configurations  at  specified  locations  on  the 
fuel  tank  walls. 

(2)  Seal  the  fasteners  and  certain  stiffeners 
at  specified  locations  in  the  fuel  tank. 

(3)  Do  a  detailed  inspection  of  the  sealant 
of  the  fasteners  in  the  auxiliary  tank  center 
bay  and  rib  28  of  the  left  and  right  main  fuel 
tanks.  Seal  any  unsealed  fasteners  before 
further  flight. 

Note  1:  For  the  purposes  of  this  AD,  a 
detailed  inspection  is:  “An  intensive 
examination  of  a  specific  item,  installation, 
or  assembly  to  detect  damage,  failure,  or 
irregularity.  Available  lighting  is  normally 
supplemented  with  a  direct  source  of  good 
lighting  at  an  intensity  deemed  appropriate. 
Inspection  aids  such  as  mirror,  magnifying 
lenses,  etc.,  may  be  necessary.  Surface 
cleaning  and  elaborate  procedures  may  be 
required.” 

Alternative  Methods  of  Compliance 
(AMOCs) 

(h) (1)  The  Manager,  Seattle  Aircraft 
Certification  Office  (ACO),  FAA,  has  the 
authority  to  approve  AMOCs  for  this  AD,  if 
requested  in  accordance  with  the  procedures 
found  in  14  CFR  39.19.  Send  information  to 
ATTN:  Douglas  Bryant,  Aerospace  Engineer, 
Propulsion  Branch,  ANM-140S,  FAA,  Seattle 
Aircraft  Certification  Office,  1601  Lind 
Avenue,  SW.,  Renton,  Washington  98057- 
3356;  telephone  (425)  917-6505;  fax  (425) 
917-6590. 

(2)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 
for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  appropriate  principal  inspector 
(PI)  in  the  FAA  Flight  Standards  District 
Office  (FSDO),  or  lacking  a  PI,  your  local 
FSDO. 

Material  Incorporated  by  Reference 

(i)  You  must  use  the  service  information 
contained  in  Table  1  of  this  AD  to  do  the 
actions  required  by  this  AD,  unless  the  AD 
specifies  otherwise. 


Table  1— Material  Incorporated  By  Reference 


(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 
552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Boeing  Commercial 
•Airplanes,  Attention:  Data  &  Services 
Management,  P.O.  Box  3707,  MC  2H-65, 
Seattle,  Washington  98124-2207;  telephone 
206-544-5000,  extension  1;  fax  206-766- 


5680;  e-mail  me.boecom@boeing.conr, 
Internet  https://www.myboeingfleet.com. 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221  or  425-227-1152. 

(4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 


Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http://www.archives.gov/federal_register/ 
codeofjederalregulations/ 
ibr  locations.html. 
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Issued  in  Renton,  Washington,  on  August 
7,  2009. 

Stephen  P.  Boyd, 

Acting  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 
[FR  Doc.  E 9— 20274  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2009-0489;  Directorate 
Identifier  2009-CE-025-AD;  Amendment 
39-16000;  AD  2009-18-04] 

RIN  2120-AA64 

Airworthiness  Directives;  Air  Tractor, 
Inc.  Models  AT-802  and  AT-802A 
Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule. 

SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  certain 
Air  Tractor,  Inc.  Models  AT-802  and 
AT-802A  airplanes.  This  AD  requires 
installing  a  rudder-aileron  interconnect 
cable  system  shield  kit  and  securing  any 
items  stowed  in  the  baggage 
compartment,  using  tie  downs  and/or  a 
cargo  net  until  the  cable  shield  kit  is 
installed.  We  are  issuing  this  AD  to 
prevent  jamming  of  the  rudder-aileron 
interconnect  cables  by  unsecured  items 


in  the  baggage  compartment,  which 
could  result  in  failure  of  the  rudder- 
aileron  interconnect  cable  system.  This 
failure  could  lead  to  loss  of  control. 
DATES:  This  AD  becomes  effective  on 
October  1,  2009. 

On  October  1,  2009,  the  Director  of 
the  Federal  Register  approved  the 
incorporation  by  reference  of  certain 
publications  listed  in  this  AD. 
ADDRESSES:  For  service  information 
identified  in  this  AD,  contact  Air 
Tractor,  Inc.,  P.O.  Box  485,  Olney,  Texas 
76374;  telephone:  (940)  564-5616; 
facsimile:  (940)  564-5612;  E-mail: 
parts@airtractor.com;  Internet:  http:// 
www.airtractor.com. 

To  view  the  AD  docket,  go  to  U.S. 
Department  of  Transportation,  Docket 
Operations,  M-30,  West  Building 
Ground  Floor,  Room  W12-140, 1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20590,  or  on  the  Internet  at  http:// 
www.regulations.gov.  The  docket 
number  is  FAA-2009-0489;  Directorate 
Identifier  2009-CE-025-AD. 

FOR  FURTHER  INFORMATION  CONTACT: 
Andy  McAnaul,  Aerospace  Engineer, 
10100  Reunion  PL,  Ste.  650,  San 
Antonio,  Texas  78216;  telephone:  (210) 
308-3365;  fax:  (210)  308-3370. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

On  May  20,  2009,  we  issued  a 
proposal  to  amend  part  39  of  the  Federal 
Aviation  Regulations  (14  CFR  part  39)  to 
include  an  AD  that  would  apply  to 
certain  Models  AT-802  and  AT-802A 


airplanes.  This  proposal  was  published 
in  the  Federal  Register  as  a  notice  of 
proposed  rulemaking  (NPRM)  on  May 
29,  2009  (74  FR  25684).  The  NPRM 
proposed  to  require  installing  a  rudder- 
aileron  interconnect  cable  system  shield 
kit  and  securing  any  items  stowed  in  the 
baggage  compartment,  using  tie  downs 
and/or  a  cargo  net  until  the  cable  shield 
kit  is  installed. 

Comments 

We  provided  the  public  the 
opportunity  to  participate  in  developing 
this  AD.  We  received  no  comments  on 
the  proposal  or  on  the  determination  of 
the  cost  to  the  public. 

Conclusion 

We  have  carefully  reviewed  the 
available  data  and  determined  that  air 
safety  and  the  public  interest  require 
adopting  the  AD  as  proposed  except  for 
minor  editorial  corrections.  We  have 
determined  that  these  minor 
corrections: 

•  Are  consistent  with  the  intent  that 
was  proposed  in  the  NPRM  for 
correcting  the  unsafe  condition;  and 

•  Do  not  add  any  additional  burden 
upon  the  public  than  was  already 
proposed  in  the  NPRM. 

Costs  of  Compliance 

We  estimate  that  this  AD  affects  210 
airplanes  in  the  U.S.  registry. 

We  estimate  the  following  costs  to  do 
the  modification: 


Labor  cost 

Parts 

cost 

Total  cost  per  airplane 

i  Total  cost 
on  U.S. 
operators 

Cable  Shield  Kit  SL#274:  4.5  work-hours  x  $80  per  hour  =  $360  . 

Cable  Shield  Kit  SL#274-2:  4.5  work-hours  x  $80  per  hour  -  $360  . 

$860 

540 

affects  170  airplanes  at  $1,220  each  ... 
affects  40  airplanes  at  $900  each  . 

$207,400 

36,000 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 
part  A,  subpart  III,  section  44701, 
“General  requirements.”  Under  that 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 


because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  AD. 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  this  AD: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979);  and 


3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  summary  of  the  costs 
to  comply  with  this  AD  (and  other 
information  as  included  in  the 
Regulatory  Evaluation)  and  placed  it  in 
the  AD  Docket.  You  may  get  a  copy  of 
this  summary  by  sending  a  request  to  us 
at  the  address  listed  under  ADDRESSES. 
Include  “Docket  No.  FAA-2009-0489; 
Directorate  Identifier  2009-CE-025- 
AD”  in  your  request. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 
Safety. 
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Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  Federal  Aviation  Administration 
amends  part  39  of  the  Federal  Aviation 
Regulations  (14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 


§39.13  [Amended] 

■  2.  FAA  amends  §  39.13  by  adding  the 
following  new  AD: 

2009-18-04  Air  Tractor,  Inc.:  Amendment 
39-16000;  Docket  No.  FAA-2009-0489; 
Directorate  Identifier  2009-CE-025-AD. 

Effective  Date 

(a)  This  AD  becomes  effective  on  October 
1,  2009. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Models  AT-802  and 
AT-802A  airplanes,  serial  numbers  802/ 


802A-001  through  802/802A-0319,  that  are 
certificated  in  any  category. 

Unsafe  Condition 

(d)  This  AD  results  from  a  report  of  the 
rudder  pedal  cable  becoming  jammed  in 
flight.  We  are  proposing  this  AD  to  prevent 
jamming  of  the  rudder-aileron  interconnect 
cables  by  unsecured  items  in  the  baggage 
compartment,  which  could  result  in  failure  of 
the  rudder-aileron  interconnect  cable  system. 
This  failure  could  lead  to  loss  of  control. 

Compliance 

(e)  To  address  this  problem,  you  must  do 
the  following,  unless  already  done: 


Actions 


(1)  Secure  any  items  stowed  in  the  baggage 
compartment  using  tie  down  straps  and/or  a 
cargo  net. 


(2)  install  the  following  rudder-aileron  inter¬ 
connect  cable  shield  kit,  as  applicable. 

(i)  For  all  airplanes  equipped  for  agricul¬ 
tural  spray  operations  and  all  fire-fighting 
airplanes  retrofitted  with  Gen  II  Fire  Re¬ 
tardant  Delivery  System  relay  box,  install 
cable  shield  kit  SL#274. 

(ii)  For  all  fire-fighting  airplanes  not 
equipped  with  Gen  II  Fire  Retardant  De¬ 
livery  System  relay  box,  install  cable 
shield  kit  SL#274-2. 


Compliance 


Before  further  flight  after  October  1 ,  2009  (the 
effective  date  of  this  AD)  until  the  installa¬ 
tion  of  the  rudder-aileron  interconnect  cable 
shield  kit  required  in  paragraph  (e)(2)  of  this 
AD  is  done. 

No  later  than  December  31 ,  2009  . 


Procedures 


Not  applicable. 


Snow  Engineering  Co.,  Service  Letter  #274, 
Revision  A,  dated  April  6,  2009. 


(iii)  Installation  of  the  applicable  cable 
shield  kit  Sl#274  or  SL#274-2  termi¬ 
nates  the  requirement  of  paragraph 
(e)(1)  of  this  AD. 


Alternative  Methods  of  Compliance 
(AMOCs) 

(f)  The  Manager,  Fort  Worth  Airplane 
Certification  Office,  FAA,  has  the  authority  to 
approve  AMOCs  for  this  AD,  if  requested 
using  the  procedures  found  in  14  CFR  39.19. 
Send  information  to  ATTN:  Andy  McAnaul, 
Aerospace  Engineer,  10100  Reunion  PI.,  Ste. 
650,  San  Antonio,  Texas  78216;  telephone: 
(210)  308-3365;  fax:  (210)  308-3370.  Before 
using  any  approved  AMOC  on  any  airplane 
to  which  the  AMOC  applies,  notify  your 
appropriate  principal  inspector  (PI)  in  the 
FAA  Flight  Standards  District  Office  (FSDO), 
or  lacking  a  PI,  your  local  FSDO. 

Material  Incorporated  by  Reference 

(g)  You  must  use  Snow  Engineering  Co., 
Service  Letter  #274,  Revision  A,  dated  April 
6,  2009,  to  do  the  actions  required  by  this 
AD,  unless  the  AD  specifies  otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Air.Tractor,  Inc.,  P.O.  Box 
485,  Olney,  Texas  76374;  telephone:  (940) 
564-5616;  facsimile:  (940)  564-5612;  e-mail: 
parts@airtractor.com;  Internet:  http:// 
www.airtractor.com. 

(3)  You  may  review  copies  of  the  service 
information  incorporated  by  reference  for 


this  AD  at  the  FAA,  Central  Region,  Office  of 
the  Regional  Counsel,  901  Locust,  Kansas 
City,  Missouri  64106.  For  information  on  the 
availability  of  this  material  at  the  Central 
Region,  call  (816)  329-3768. 

(4)  You  may  also  review  copies  of  the 
service  information  incorporated  by  reference 
for  this  AD  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  (202)  741-6030,  or  go 
to :  http ://www. archives.gov/ federalregister/ 
code ofjederal regulations/ 
ibr_locations.html. 

Issued  in  Kansas  City,  Missouri,  on  August 
18,  2009. 

Scott  A.  Horn, 

Acting  Manager,  Small  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  E 9— 20385  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-1J-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2009-0496;  Directorate 
Identifier  2008-NM-1 39-AD;  Amendment 
39-16001;  AD  2009-18-05] 

RIN  21 20-AA64 

Airworthiness  Directives;  Fokker 
Model  F.27  Mark  050  and  F.28  Mark 
0100  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule. 


SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  the 
products  listed  above.  This  AD  results 
from  mandatory  continuing 
airworthiness  information  (MCAI) 
originated  by  an  aviation  authority  of 
another  country  to  identify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 
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Several  incidents  have  been  reported 
where  an  electrical  burning  smell  was  noted 
in  the  cockpit,  originating  from  the  Electrical 
Power  Centre.  Troubleshooting  revealed  a 
partly  molten  terminal,  which  normally 
attaches  a  wire  or  bus  bar  to  a  stud  of  an 
Electrical  Power  Contactor,  Part  Number 
(P/N)  SG02206.  Furthermore,  heat  damage  to 
the  contactor  stud  itself  was  found.  *  *  * 
***** 

This  condition,  if  not  corrected,  could  lead 
to  further  cases  of  overheating  of  terminals 
and  studs  of  Electrical  Power  Contactors 
P/N  SG02206,  possibly  resulting  in  the  loss 
of  electrical  power  systems,  electrical  arcing 
and  fire/smoke  in  the  cockpit. 
***** 

We  are  issuing  this  AD  to  require 
actions  to  correct  the  unsafe  condition 
on  these  products. 

DATES:  This  AD  becomes  effective 
October  1,  2009.  * 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  certain  publications  listed  in  this  AD 
as  of  October  1,  2009. 

ADDRESSES:  You  may  examine  the  AD 
docket  on  the  Internet  at  http:// 
www.regulations.gov  or  in  person  at  the 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC. 

FOR  FURTHER  INFORMATION  CONTACT:  Tom 

Rodriguez,  Aerospace  Engineer, 
International  Branch,  ANM-116, 
Transport  Airplane  Directorate,  FAA, 
1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  227-1137;  fax  (425)  227-1149. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

We  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that  would 
apply  to  the  specified  products.  That 
NPRM  was  published  in  the  Federal 
Register  on  June  2,  2009  (74  FR  26322). 
That  NPRM  proposed  to  correct  an 
unsafe  condition  for  the  specified 
products.  The  MCAI  states: 

Several  incidents  have  been  reported 
where  an  electrical  burning  smell  was  noted 
in  the  cockpit,  originating  from  the  Electrical 
Power  Centre.  Troubleshooting  revealed  a 
partly  molten  terminal,  which  normally 
attaches  a  wire  or  bus  bar  to  a  stud  of  an 
Electrical  Power  Contactor,  Part  Number 
(P/N)  SG02206.  Furthermore,  heat  damage  to 
the  contactor  stud  itself  was  found.  Material 
investigation  revealed  that  the  terminal, 
which  was  attached  to  the  stud,  was  not 
properly  torque  tightened  when  the  incident 
occurred.  Loss  of  torque  is  considered  to 
have  occurred  during  operation,  for  reasons 
not  fully  understood.  Further  loosening  may 
have  taken  place  in-service  under  influence 
of  vibration.  As  a  result,  poor  contact  caused 


electrical  arcing  during  which  extremely  high 
temperatures  were  developed,  leading  to 
partial  melting  of  the  terminal. 

Investigation  of  some  other  burned 
contactors  revealed  evidence  (flat  spring  lock 
washer)  of  a  fully  torqued  terminal/stud 
connection  when  the  overheating  occurred. 
The  exact  cause  for  the  increase  in  • 
temperature  in  the  contactor  and  the 
terminal/stud  could  not  be  determined. 
However,  it  could  not  be  excluded  that  an 
increase  of  the  temperature  inside  the 
contactor  could  lead  to  reduction  of  the 
reliability  of  the  contactor  stud/ terminal 
connection  due  to  loss  of  lock  washer 
tension.  The  affected  Electrical  Power 
Contactor  is  used  on  several  locations  in  the 
electrical  power  system,  i.e.,  Generator  Line 
Contactor  (GLC),  Bus  Tie  Contactor  (BTC), 
Auxiliary  Power  Contactor  (APC)  and 
External  Power  Contactor  (EPC). 

This  condition,  if  not  corrected,  could  lead 
to  further  cases  of  overheating  of  terminals 
and  studs  of  Electrical  Power  Contactors 
P/N  SG02206,  possibly  resulting  in  the  loss 
of  electrical  power  systems,  electrical  arcing 
and  fire/smoke  in  the  cockpit. 

For  the  reasons  described  above,  this  EASA 
Airworthiness  Directive  (AD)  requires  the 
replacement  of  the  current  nut  and  spring 
washer  of  the  standard  contactor  P/N 
SG02206  with  a  new  self-locking  nut. 

You  may  obtain  further  information  by 
examining  the  MCAI  in  the  AD  docket. 

Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
received  no  comments  on  the  NPRM  or 
on  the  determination  of  the  cost  to  the 
public. 

Conclusion 

We  reviewed  the  available  data  and 
determined  that  air  safety  and  the 
public  interest  require  adopting  the  AD 
as  proposed. 

Differences  Between  This  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  from  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AD  from  those  in  the 
MCAI  in  order  to  follow  our  FAA 
policies.  Any  such  differences  are 
highlighted  in  a  NOTE  within  the  AD. 

Costs  of  Compliance 

We  estimate  that  this  AD  will  affect  5 
products  of  U.S.  registry.  We  also 
estimate  that  it  will  take  about  8  work- 
hours  per  product  to  comply  with  the 


basic  requirements  of  this  AD.  The 
average  labor  rate  is  $80  per  work-hour. 
Required  parts  will  cost  about  $5,715 
per  product.  Where  the  service 
information  lists  required  parts  costs 
that  are  covered  under  warranty,  we 
have  assumed  that  there  will  be  no 
charge  for  these  parts.  As  we  do  not 
control  warranty  coverage  for  affected 
parties,  some  parties  may  incur  costs 
higher  than  estimated  here.  Based  on 
these  figures,  we  estimate  the  cost  of 
this  AD  to  the  U.S.  operators  to  be 
$31,775,  or  $6,355  per  product. 

Authority  for  This  Rulemaking  . 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
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www.regulations.gov,  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  the  NPRM,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  street  address  for 
the  Docket  Operations  office  (telephone 
(800)  647-5527)  is  in  the  ADDRESSES 
section.  Comments  will  be  available  in 
the  AD  docket  shortly  after  receipt. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 
Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

2009-18-05  Fokker  Services  B.V.: 

Amendment  39-16001.  Docket  No. 
FAA-2009-0496;  Directorate  Identifier 
2008— NM— 139- AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  October  1,  2009. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Fokker  Model  F.27 

Mark  050  and  F.28  Mark  0100  airplanes, 
certificated  in  any  category,  all  serial 
numbers.  * 

Subject  , 

(d)  Air  Transport  Association  (AT A)  of 
America  Code  24:  Electrical  power. 

Reason 

(e)  The  mandatory  continuing 
airworthiness  information  (MCAI)  states: 

Several  incidents  have  been  reported 
where  an  electrical  burning  smell  was  noted 
in  the  cockpit,  originating  from  the  Electrical 
Power  Centre.  Troubleshooting  revealed  a 
partly  molten  terminal,  which  normally 
attaches  a  wire  or  bus  bar  to  a  stud  of  an 
Electrical  Power  Contactor,  Part  Number 
(P/N)  SG02206.  Furthermore,  heat  damage  to 
the  contactor  stud  itself  was  found.  Material 
investigation  revealed  that  the  terminal, 
which  was  attached  to  the  stud,  was  not 


properly  torque  tightened  when  the  incident 
occurred.  Loss  of  torque  is  considered  to 
have  occurred  during  operation,  for  reasons 
not  fully  understood.  Further  loosening  may 
have  taken  place  in-service  under  influence 
of  vibration.  As  a  result,  poor  contact  caused 
electrical  arcing  during  which  extremely  high 
temperatures  were  developed,  leading  to 
partial  melting  of  the  terminal. 

Investigation  of  some  other  burned 
contactors  revealed  evidence  (flat  spring  lock 
washer)  of  a  fully  torqued  terminal/stud 
connection  when  the  overheating  occurred. 
The  exact  cause  for  the  increase  in 
temperature  in  the  contactor  and  the 
terminal/stud  could  not  be  determined. 
However,  it  could  not  be  excluded  that  an 
increase  of  the  temperature  inside  the 
contactor  could  lead  to  reduction  of  the 
reliability  of  the  contactor  stud/terminal 
connection  due  to  loss  of  lock  washer 
tension.  The  affected  Electrical  Power 
Contactor  is  used  on  several  locations  in  the 
electrical  power  system,  i.e.  Generator  Line 
Contactor  (GLC),  Bus  Tie  Contactor  (BTC), 
Auxiliary  Power  Contactor  (APC)  and 
External  Power  Contactor  (EPC). 

This  condition,  if  not  corrected,  could  lead 
to  further  cases  of  overheating  of  terminals 
and  studs  of  Electrical  Power  Contactors 
P/N  SG02206,  possibly  resulting  in  the  loss 
of  electrical  power  systems,  electrical  arcing 
and  fire/smoke  in  the  cockpit. 

For  the  reasons  described  above,  this  EASA 
Airworthiness  Directive  (AD)  requires  the 
replacement  of  the  current  nut  and  spring 
washer  of  the  standard  contactor  P/N 
SG02206  with  a  new  self-locking  nut. 

Actions  and  Compliance 

(f)  Unless  already  done,  do  the  following 
actions: 

(1)  Except  as  provided  by  paragraphs  (f)(2) 
and  (f)(3)  of  this  AD:  Within  36  months  after 
the  effective  date  of  this  AD,  remove  the 
standard  nuts  and  lock  washers  from  the 
contactors  having  P/N  SG02206,  install  new 
self-locking  nuts,  and  perform  the  applicable 
tests  on  the  Alternating  Current  Bus  Transfer 
system,  in  accordance  with  the 
Accomplishment  Instructions  of  Fokker 
Service  Bulletin  SBF100-24-041  or  SBF50- 
24-031,  both  dated  January  29,  2008,  as 
applicable.  If  any  test  fails,  before  further 
flight,  repair  using  a  method  approved  by 
either  the  Manager,  International  Branch, 
ANM-116,  Transport  Airplane  Directorate, 
FAA;  or  European  Aviation  Safety  Agency 
(EASA)  (or  its  delegated  agent). 

(2)  Accomplishment  of  paragraph  (f)(1)  of 
this  AD  is  not  required  for  Model  F.28  Mark 
0100  airplanes  that  have  been  modified  in 
service  in  accordance  with  Fokker  Service 
Bulletin  SBF100-24-037,  dated  October  2, 
2003.  Accomplishment  of  Fokker  Service 
Bulletin  SBF100-24-037,  dated  October  2, 
2003,  within  the  compliance  time  specified 
in  paragraph  (f)(1)  of  this  AD  is  considered 
an  acceptable  method  of  compliance  with  the 
requirements  of  paragraph  (f)(1)  of  this  AD. 

(3)  Accomplishment  of  paragraph  (f)(1)  of 
this  AD  is  not  required  for  Model  F.27  Mark 


050'  airplanes  that  have  been  modified  during 
production  to  incorporate  Fokker 
Engineering  Change  Record  (ECR)  51780,  or 
for  airplanes  that  have  been  modified  in  • 
service  in  accordance  with  Fokker  Service 
Bulletin  SBF50-24-030,  dated  November  6, 
2003.  Accomplishment  of  Fokker  Service 
Bulletin  SBF50-24-030,  dated  November  6, 
2003,  within  the  compliance  time  specified 
in  paragraph  (f)(1)  of  this  AD  is  considered 
an  acceptable  method  of  compliance  with  the 
requirements  of  paragraph  (f)(1)  of  this  AD. 

(4)  As  of  36  months  after  the  effective  date 
of  this  AD,  no  person  may  install  a  contactor 
having  P/N  SG02206  on  any  airplane  unless 
it  has  been  modified  in  accordance  with 
Goodrich  Power  Systems  Service  Bulletin 
SG02206— 24— 01 ,  dated  March  4,  2008. 

FAA  AD  Differences 

Note  1:  This  AD  differs  from  the  MCAI 
and/or  service  information  as  follows:  The 
MCAI  does  not  include  a  corrective  action  for 
airplanes  on  which  the  test  required  by 
paragraph  (f)(1)  of  this  AD  fails.  This  AD 
requires  the  corrective  action  specified  in 
paragraph  (f)(1)  of  this  AD. 

Other  FAA  AD  Provisions 

(g)  The  following  provisions  also  apply  to 
this  AD: 

(1)  Alternative  Methods  of  Compliance 
(AMOCs):  The  Manager,  International 
Branch,  FAA,  has  the  authority  to  approve 
AMOCs  for  this  AD,  if  requested  using  the 
procedures  found  in  14  CFR  39.19.  Send 
information  to  ATTN:  Tom  Rodriguez, 
Aerospace  Engineer,  International  Branch, 
ANM-116,  Transport  Airplane  Directorate, 
FAA,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone  (425) 
227-1137;  fax  (425)  227-1149.  Before  using 
any  approved  AMOC  on  any  airplane  to 
which  the  AMOC  applies,  notify  your 
appropriate  principal  maintenance  inspector 
(PMI)  or  principal  avionics  inspector  (PAI), 
as  appropriate,  or  lacking  a  principal 
inspector,  your  local  flight  Standards  District 
Office. 

(2)  Airworthy  Product:  For  any  requirement 
in  this  AD  to  obtain  corrective  actions  from 

a  manufacturer  or  other  source,  use  these 
actions  if  they  are  FAA-approved.  Corrective 
actions  are  considered  FAA-approved  if  they 
are  approved  by  the  State  of  Design  Authority 
(or  their  delegated  agent).  You  are  required 
to  assure  the  product  is  airworthy  before  it 
is  returned  to  service. 

(3)  Reporting  Requirements:  For  any 
reporting  requirement  in  this  AD,  under  the 
provisions  of  the  Paperwork  Reduction  Act, 
the  Office  of  Management  and  Budget  (OMB) 
has  approved  the  information  collection 
requirements  and  has  assigned  OMB  Control 
Number  2120-0056. 

Related  Information 

(h)  Refer  to  MCAI  EASA  Airworthiness 
Directive  2008-0091,  dated  May  13,  2008, 
and  the  service  information  listed  in  Tables 
1,2,  and  3  of  this  AD  for  related  information. 
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Table  1— Service  Information 

Service  bulletin 

Date 

Fokker  Service  Bulletin  SBF50-24-030,  including  the  drawings  identified  in  Table  2  of  this  AD  . 

Fokker  Service  Bulletin  SBF50-24-031  . 

Fokker  Service  Bulletin  SBF1 00-24-037,  including  Manual  Change  Notification— Maintenance  Documentation  MCNM 
FI  00-076,  dated  October  2,  2003,  and  including  the  drawings  identified  in  Table  3  of  this  AD. 

Fokker  Service  Bulletin  SBF1 00-24-041  . 

Goodrich’Power  Systems  Service  Bulletin  SG02206— 24— 01  . - . 

November  6,  2003. 
January  29,  2008. 
October  2,  2003. 

January  29,  2008. 
March  4,  2008. 

Table  2— Drawings  Included  in  Fokker  Service  Bulletin  SBF50-24-030 


Fokker  drawing — 

Sheet— 

Issue — 

Dated — 

W7980-236  . 

02 

H  . 

August  1 ,  2003. 

W7980-253 . 

40 

BK  . 

September  17,  2003. 

W7980-253  . 

41 

BK  . . . 

September  17,  2003. 

W7980-253  . 

42 

BK  . ■. . 

September  17,  2003. 

W7980-253  . 

43 

BK  . . .'. . 

September  17,  2003. 

W7980-253  . 

44 

BL  . 

September  17,  2003. 

W7980-253  . 

45 

BK  . 

September  17,  2003. 

W7980-253  . 

46 

BL  . . . 

September  17,  2003. 

W7980-253  . 

47 

BK  . 

September  17,  2003. 

W7980-253  . 

48 

BK  . 

September  17,  2003. 

W7980-253  . 

49 

BL  . 

September  17,  2003. 

W7980-253  . 

50 

BL  . . . 

September  17,  2003. 

W7980-253  . 

51 

BL  . 

September  17,  2003. 

W7980— 253  . 

52 

BL  . : . 

September  17,  2003. 

W7980-253  . 

53 

BL  . 

September  17,  2003. 

W7980-253  . 1 . 

54 

BK  . 

September  1 7,  2003. 

W7980-253  . 

55 

BL  . 

September  17,  2003. 

W7980-253  . 

56 

BL  . 

September  17,  2003. 

W7980-253  . 

57 

BK  . 

September  17,  2003. 

W7980-253  . . 

58 

BL  . 

September  17,  2003. 

W7980-253  . 

59 

BK  . 

September  17,  2003. 

W7980-253  . 

60 

BK  . 

September  24,  2003. 

W7980-253  . 

61 

BK  . 

September  24,  2003. 

W7980— 253  . . 

62 

BK  . 

September  24,  2003. 

W7980-253  . 

63 

BL  . . '. . 

September  24,  2003. 

W7980-253  . 

64 

BK  . 

September  24,  2003. 

W7980-253  . 

65 

BL  . 

September  24,  2003. 

W7980-253  . . 

66 

BK  . 

September  24,  2003. 

Table  3— Drawings  Included  in  Fokker  Service  Bulletin  SBF1 00-24-037 


Fokker  drawing — 

Sheet— 

Issue — 

Dated — 

W43255  . . 

01 

W43255  . 

02 

W43255  . 

03 

A  . 

W43255  . 

04 

A  . 

W43255  . 

05 

Original  . 

W43255  . 

06 

A  . 

W43255  . 

07 

Material  Incorporated  by  Reference 

'  (i)  You  must  use  the  service  information 
contained  in  Table  4  of  this  AD,  as 
applicable,  to  do  the  actions  required  by  this 
AD,  unless  the  AD  specifies  otherwise.  If  you 
do  the  optional  actions  specified  in  this  AD, 
you  must  use  the  service  information 
specified  in  Tables  2,  3,  and  5  of  this  AD,  as 
applicable,  unless  the  AD  specifies 
otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 
552(a)  and  1  CFR  part  51. 


(2)  For  Fokker  service  information 
identified  in  this  AD,  contact  Fokker  Services 
B.V.,  Technical  Services  Dept.,  P.O.  Box  231, 
2150  AE  Nieuw-Vennep,  the  Netherlands;  • 
telephone  +  31  (0)252-627-350;  fax  +  31 
(0)252-627-211;  e-mail 
technicalservices.fokkerservices@stork.com\ 
Internet  http://www.myfokkerfleet.com. 

(3)  For  Goodrich  service  information 
identified  in  this  AD,  contact  Goodrich 
Corporation,  Power  Systems,  1555  Corporate 
Woods  Parkway,  Uniontown,  Ohio  44685- 
8799;  telephone  330-487-2007;  fax  330-487- 
1902;  e-mail 

twinsburg.techpubs@goodrich.com-,  Internet 
http://www.goodrich.com/TechPubs. 


(4)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For'information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221  or  425-227-1152. 

(5)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http://www.archives.gov/federal  register/ 
codeofjederalregulations/ 
ibr_locations.html. 
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Table  4— Documents  Incorporated  by  Reference  for  Actions  Required  by  This  AD 


Service  bulletin 

>  Date 

Fokker  Sen/ice  Bulletin  SBF50-24-031  . 

Fokker  Service  Bulletin  SBF1 00-24-041  . 

Goodrich  Power  Systems  Service  Bulletin  SG02206-24-01  . 

January  29,  2008. 
January  29,  2008. 
March- 4,  2008. 

Table  5— Documents  Incorporated  by  Reference  for  Optional  Actions  Specified  in  This  AD 


Service  bulletin 

Date 

Fokker  Service  Bulletin  SBF50-24-030  including  the  drawings  identified  in  Table  2  of  this  AD  . 

Fokker  Service  Bulletin  SBF1 00-24-037,  including  Manual  Change  Notification — Maintenance  Documentation  MCNM 
FI  00-076,  dated  October  2,  2003,  and  including  the  drawings  identified  in  Table  3  of  this  AD. 

November  6,  2003. 
October  2,  2003. 

Issued  in  Renton,  Washington,  on  August 
17,  2009. 

Ali  Bahrami, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  E9-20576  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Part  39 

[Docket  No.  FAA-2009-0477;  Directorate 
Identifier  2008-NM-191-AD;  Amendment 
39-16003;  AD  2009-18-07] 

RIN  2120-AA64 

♦ 

Airworthiness  Directives;  Boeing 
Model  747-100,  -100B,  -100B  SUD, 
-200B,  and  -300  Series  Airplanes;  and 
Model  747SP  and  747SR  Series 
Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule. 

SUMMARY:  The  FAA  is  superseding  an 
existing  airworthiness  directive  (AD), 
which  applies  to  certain  Boeing  Model 
747  series  airplanes.  That  AD  currently 
requires  repetitive  inspections  to  detect 
cracks  in  various  areas  of  the  fuselage 
internal  structure,  and  related 
investigative/corrective  actions  if 
necessary.  This  new  AD  requires 
additional  repetitive  inspections  for 
cracking  of  certain  fuselage  structure, 
and  related  investigative/corrective 
actions  if  necessary.  This  AD  results 
from  fatigue  tests  and  analysis  by 
Boeing  that  identified  areas  of  the  ' 
fuselage  where  fatigue  cracks  can  occur. 


We  are  issuing  this  AD  to  prevent  the 
loss  of  the  structural  integrity  of  the 
fuselage,  which  could  result  in  rapid 
depressurization  of  the  airplane. 

DATES:  This  AD  becomes  effective 
October  1,  2009. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  a  certain  publication  listed  in  the  AD 
as  of  October  1,  2009. 

ADDRESSES:  For  service  information 
identified  in  this  AD,  contact  Boeing 
Commercial  Airplanes,  Attention:  Data 
&  Services  Management,  P.O.  Box  3707, 
MC  2H-65,  Seattle,  Washington  98124- 
2207;  telephone  206-544-5000, 
extension  1,  fax  206-766-5680;  e-mail 
me.boecom@boeing.com;  Internet 
https://www.myboeingfleet.com. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  address  for  the 
Docket  Office  (telephone  800-647-5527) 
is  the  Document  Management  Facility, 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,.West 
Building  Ground  Floor,  Room  Wl  2-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590. 

FOR  FURTHER  INFORMATION  CONTACT:  Ivan 
Li,  Aerospace  Engineer,  Airframe 
Branch,  ANM-120S,  FAA,  Seattle 
Aircraft  Certification  Office,  1601  Lind 
Avenue,  SW.,  Renton,  Washington 
98057-3356;  telephone  (425)  917-6437; 
fax  (425)  917-6590. 

SUPPLEMENTARY  INFORMATION: 


Discussion 

The  FAA  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that 
supersedes  AD  2005-20-30,  amendment 
39-14327  (70  FR  59252,  October  12, 
2005).  The  existing  AD  applies  to 
certain  Boeing  Model  747  series 
airplanes.  That  NPRM  was  published  in 
the  Federal  Register  on  May  26,  2009 
(74  FR  24712).  That'NPRM  proposed  to 
continue  to  require  repetitive 
inspections  to  detect  cracks  in  various 
areas  of  the  fuselage  internal  structure, 
and  related  investigative/corrective 
actions  if  necessary.  That  NPRM  also 
proposed  to  require  additional  repetitive 
inspections  for  cracking  of  certain 
fuselage  structure,  and  related 
investigative/corrective  actions  if 
necessary. 

Comments 

We  provided  the  public  the 
opportunity  to  participate  in  the 
development  of  this  AD.  We  have 
considered  the  comment  that  has  been 
received  on  the  NPRM.  Boeing  concurs 
with  the  NPRM. 

Conclusion  „ 

We  have  carefully  reviewed  the 
available  data,  including  the  comment 
that  has  been  received,  and  determined 
that  air  safety  and  the  public  interest 
require  adopting  the  AD  as  proposed. 

Costs  of  Compliance 

There  are  about  209  airplanes  of  the 
affected  design  in  the  worldwide  fleet. 
The  following  table  provides  the 
estimated  costs  for  U.S.  operators  to 
comply  with  this  AD.  The  average  labor 
rate  is  $80  per  work  hour. 


43630 


Federal  Register / Vol.  74,  No.  165 / Thursday,  August  27,  2009 /Rules  and  Regulations 


Table— Estimated  Costs 


Action 

Work 

hours 

Cost  per  air¬ 
plane,  per  in¬ 
spection  cycle 

Number  of 
U.S.-registered 
airplanes 

Fleet  cost 

Inspections  (required  by  AD  2005-20-30) . 

130 

$10,400 

69 

$717,600 

Additional  inspections  in  Area  1  (new  action)  . 

6 

480 

69 

33,120 

Additional  inspections  in  Area  6  (new  action)  . 

1 

80 

69 

5,520 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 

Section  106,  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 
part  A,  subpart  III,  Section  44701, 
“General  requirements.”  Under  that 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979);  and 

(3)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 
See  the  ADDRESSES  section  for  a  location 
to  examine  the  regulatory  evaluation. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 
Safety. 


Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  pd*t  39  as 
follows: 

PART  39 — AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  Federal  Aviation 
Administration  (FAA)  amends  §  39.13 
by  removing  amendment  39-14327  (70 
FR  59252,  October  12,  2005)  and  by 
adding  the  following  new  airworthiness 
directive  (AD): 

2009-18-07  Boeing:  Amendment  39-16003. 
Docket  No.  FAA-2009-0477;  Directorate 
Identifier  2008-NM-191-AD. 

Effective  Date 

(a)  This  AD  becomes  effective  October  1, 
2009. 

Affected  ADs 

(b)  This  AD  supersedes  AD  2005-20-30. 

Applicability 

(c)  This  AD  applies  to  Boeing  Model  747- 
100,  747-100B,  747— 100B  SUD,  747-200B, 
747-300,  747SP,  and  747SR  series  airplanes; 
certificated  in  any  category;  identified  in 
Boeing  Service  Bulletin  747— 53A2349, 
Revision  3,  dated  October  2,  2008. 

Subject 

(d)  Air  Transport  Association  (ATA)  of 
America  Code  53:  Fuselage. 

Unsafe  Condition 

(e)  This  AD  results  from  fatigue  tests  and 
analysis  by  Boeing  that  identified  areas  of  the 
fuselage  where  fatigue  cracks  can  occur.  We 
are  issuing  this  AD  to  prevent  the  loss  of  the 
structural  integrity  of  the  fuselage,  which 
could  result  in  rapid  depressurization  of  the 
airplane. 

Compliance 

(f)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 


Restatement  of  Requirements  of  AD  2002- 
10-10  With  Revised  Service  Information 
(Excluding  Upper  Deck  Floor  Beams) 

Repetitive  Inspections 

(g)  Prior  to  the  accumulation  of  22,000  total 
flight  cycles,  or  within  1,000  flight  cycles 
after  June  11, 1993  (the  effective  date  of  AD 
93-08-12,  amendment  39-8559,  which  was 
superseded  by  AD  2002-10-10),  whichever 
occurs  later,  unless  accomplished  previously 
within  the  last  2,000  flight  cycles;  and 
thereafter  at  intervals  not  to  exceed  3,000 
flight  cycles:  Perform  an  internal  detailed 
inspection  to  detect  cracks  in  the  areas  of  the 
fuselage  internal  structure  specified  in 
paragraphs  (g)(1)  through  (g)(6)  of  this  AD;  in 
accordance  with  Boeing  Service  Bulletin 
747-53-2349,  dated  June  27,  1991;  Boeing 
Alert  Service  Bulletin  747-53A2349, 

Revision  1,  dated  October  12,  2000;  Boeing 
Service  Bulletin  747-53A2349,  Revision  2, 
dated  April  3,  2003;  or  Boeing  Alert  Service 
Bulletin  747-53A2349,  Revision  3,  dated 
October  2,  2008.  After  the  effective  date  of 
this  AD,  only  Revision  3  of  Boeing  Alert 
Service  Bulletin  747-53A2349  may  be  used. 
Continue  doing  the  inspections  until  the 
inspections  required  by  paragraph  (j)  of  this 
AD  are  done. 

(1)  Section  42  upper  lobe  frames. 

(2)  Section  46  lower  lobe  frames. 

(3)  Section  42  lower  lobe  frames. 

(4)  Main  entry  door  cutouts. 

(5)  Section  41  body  station  260,  340,  and 
400  bulkheads. 

(6)  Main  entry  doors. 

Note  1:  For  the  purposes  of  this  AD,  a 
detailed  inspection  is:  “An  intensive 
examination  of  a  specific  item,  installation, 
or  assembly  to  detect  damage,  failure,  or 
irregularity.  Available  lighting  is  normally 
supplemented  with  a  direct  source  of  good 
lighting  at  an  intensity  deemed  appropriate. 
Inspection  aids  such  as  mirror,  magnifying 
lenses,  etc.,  may  be  necessary.  Surface 
cleaning  and  elaborate  procedures  may  be 
required.” 

(h)  Prior  to  the  accumulation  of  25,000 
total  flight  cycles,  or  within  1,000  flight 
cycles  after  June  11, 1993,  whichever  is  later, 
unless  already  done  within  the  last  2,000 
flight  cycles;  and  thereafter  at  intervals  not  to 
exceed  3,000  flight  cycles:  Do  an  internal 
detailed  inspection  to  detect  cracks  in  the 
Section  46  upper  lobe  frames,  in  accordance 
with  Boeing  Service  Bulletin  747-53-2349, 
dated  June  27, 1991;  Boeing  Alert  Service 
Bulletin  747-53 A2349,  Revision  1,  dated 
October  12,  2000;  Boeing  Service  Bulletin 
747— 53A2349,  Revision  2,  dated  April  3, 
2003;  or  Boeing  Alert  Service  Bulletin  747- 
53A2349,  Revision  3,  dated  October  2,  2008. 
After  the  effective  date  of  this  AD,  only 
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Revision  3  of  Boeing  Alert  Service  Bulletin 
747— 53A2349  may  be  used. 

Repair  of  Cracks  Detected  During  Paragraph 
(g)  or  (h)  Inspections 

(i)  Before  further  flight,  repair  any  cracks 
detected  during  the  inspections  done  per 
paragraph  (g)  or  (h)  of  this  AD  by  doing  the 
actions  specified  in  paragraph  (i)(l)  or  (i)(2) 
of  this  AD,  as  applicable. 

(1)  Repair  in  accordance  with  a  method 
approved  by  the  Manager,  Seattle  Aircraft 
Certification  Office  (ACO),  FAA;  or  using  a 
method  approved  in  accordance  with 
paragraph  (p)  of  this  AD. 

(2)  Repair  in  accordance  with  Boeing 
Service  Bulletin  747-53A2349,  Revision  2, 
dated  April  3,  2003;  or  Boeing  Alert  Service 
Bulletin  747-53A2349,  Revision  3,  dated 
October  2,  2008.  After  the  effective  date  of 
this  AD,  only  Revision  3  of  Boeing  Alert 
•Service  Bulletin  747-53 A2349  may  be  used. 
Where  either  revision  of  the  service  bulletin 
specifies  to  contact  Boeing  for  repair 
instructions,  repair  in  accordance  with  a 
method  approved  by  the  Manager,  Seattle 
ACO;  or  use  a  method  approved  in 
accordance  with  paragraph  (p)  of  this  AD. 

Restatement  of  Requirements  of  AD  2005- 
20-30  With  Revised  Service  Information 

Repetitive  Inspections 

(j)  Do  an  internal  detailed  inspection  to 
detect  cracking  in  the  areas  of  the  fuselage 
internal  structure  specified  in  paragraphs 
(j)(l),  (j)(2),  and  (j)(3)  of  this  AD,  and  internal 
and  external  detailed  inspections  of  the  areas 
specified  in  paragraphs  (j)(4),  (j)(5),  (j)(6),  and 
(j)(7)  of  this  AD.  Do  the  inspections  in 
accordance  with  Boeing  Service  Bulletin 
747-53A2349,  Revision  2,  dated  April  3, 
2003;  or  Boeing  Alert  Service  Bulletin  747- 
53A2349,  Revision  3,  dated  October  2,  2008. 
After  the  effective  date  of  this  AD,  only 
Revision  3  of  Boeing  Alert  Service  Bulletin 


747-53A2349  may  be  used.  Do  the 
inspections  at  the  applicable  time  specified 
in  paragraph  (k)  of  this  AD.  Accomplishment 
of  these  inspections  terminates  the 
requirements  of  paragraph  (g)  of  this  AD. 

(1)  Section  42  upper  lobe  frames. 

(2)  Section  46  lower  lobe  frames. 

(3)  Section  42  lower  lobe  frames. 

(4)  Main  entry  door  cutouts. 

(5)  Nose  wheel  well  bulkheads,  sidewall 
panels,  and  station  (STA)  360  and  380  floor 
beams.  These  areas  include  Section  41  body 
station  260,  340,  and  400  bulkheads. 

(6)  Main  entry  doors. 

(7)  Main  electronics  bay  access  door 
cutout. 

(k)  Do  the  inspections  required  by 
paragraph  (j)  of  this  AD  at  the  applicable  time 
specified  in  paragraph  (k)(l),  (k}(2),  or  (k)(3) 
of  this  AD.  Repeat  the  inspections  thereafter 
at  intervals  not  to  exceed  3,000  flight  cycles. 

(l)  For  airplanes  on  which  the  inspections 
required  by  paragraphs  (g)(1),  (g)(2),  (g)(3), 
(g)(4).  and  (g)(6)  of  this  AD  have  been  done 
before  November  16,  2005  (the  effective  date 
of  AD  2005-20-30),  but  the  inspections 
required  by  paragraphs  (j)(5)  and  (j)(7)  of  this 
AD  have  not  been  done:  Within  3,000  flight 
cycles  since  accomplishment  of  the  most 
recent  inspection  required  by  paragraphs 
(g)(1),  (g)(2),  (g)(3),  (g)(4),  and  (g)(6)  of  this 
AD,  except  that  the  inspections  specified  in 
paragraphs  (j)(5)  and  (j)(7)  of  this  AD  may  be 
done  within  3,000  flight  cycles  since 
accomplishment  of  the  most  recent 
inspection  required  by  paragraphs  (g)(1), 
(g)(2),  (g)(3),  (g)(4),  and  (g)(6)  of  this  AD,  or 
within  1,000  flight  cycles  after  November  16, 
2005,  whichever  is  later. 

(2)  For  airplanes  on  which  the  inspections 
required  by  paragraphs  (j)(5)  and  (j)(7)  have 
been  done  before  November  16,  2005:  Within 
3,000  flight  cycles  since  accomplishment  of 
the  most  recent  inspection  required  by 
paragraphs  (j)(5)  and  (j)(7)  of  this  AD,  or 

Table  1— Additional  Inspections 


within  1,000  flight  cycles  after  November  16, 
2005,  whichever  is  later. 

(3)  For  airplanes  on  wHtch  the  inspections 
required  by  paragraph  (g)  of  this  AD  have  not 
been  done  before  November  16,  2005:  Prior 
to  the  accumulation  of  22,000  total  flight 
cycles,  or  within  1,000  flight  cycles  after 
November  16,  2005,  whichever  is  later. 

Repair  of  Cracks  Detected  During  Paragraph 
(j)  Inspection 

(l)  Before  further  flight,  repair  any  cracking 
found  during  any  inspection  required  by 
paragraph  (j)  of  this  AD  in  accordance  with 
Boeing  Service  Bulletin  747-53A2349, 
Revision  2,  dated  April  3,  2003;  or  Boeing 
Alert  Service  Bulletin  747-53A2349, 

Revision  3,  dated  October  2,  2008.  After  the 
effective  date  of  this  AD,  only  Revision  3  of 
Boeing  Alert  Service  Bulletin  747-53A2349 
may  be  used.  Where  any  revision  of  the 
service  bulletin  specifies  to  contact  Boeing 
for  repair  instructions,  repair  in  accordance 
with  a  method  approved  by  the  Manager, 
Seattle  ACO;  or  use  a  method  approved  in 
accordance  with  paragraph  (p)  of  this  AD. 

New  Requirements  of  This  AD 
Inspections  and  Repair 

(m)  Do  initial  and  repetitive  detailed 
inspections  for  cracking  in  the  areas  specified 
in  Table  1  of  this  AD  using  applicable 
internal  and  external  detailed  inspection 
methods;  and  repair  all  cracks,  by  doing  all 
the  applicable  actions  in  accordance  with  the 
Accomplishment  Instructions  of  Boeing  Alert 
Service  Bulletin  747-53A2349,  Revision  3, 
dated  October  2,  2008,  except  as  required  by 
paragraph  (n)  of  this  AD.  Do  the  initial  and 
repetitive  inspections  at  the  times  specified 
in  paragraph  I.E.,  "Compliance,”  of  the 
service  bulletin,  except  as  required  by 
paragraph  (o)  of  this  AD.  Repair  all  cracks 
before  further  flight  after  detection. 


Inspect  the  addition  portion  of  area  1  and  area  6  as  specified  in  Boeing  Alert  Service  Bulletin  747-  For  airplanes  identified  as  these  groups 
53A2349,  Revision  3,  dated  October  2,  2008  (“the  service  bulletin”) —  in  the  service  bulletin— 

In  Area  1:  Fuselage  frames  at  body  stations  260-520  in  areas  where  the  upper  deck  floor  beams  are  1  through  7  inclusive. 

attached  (Figure  1 1  of  the  Accomplishments  Instructions  of  the  service-bulletin). 

In  Area  6:  Fuselage  frames  at  body  stations  400-500  in  areas  above  the  Main  Entry  Door  1  cutouts,  6  and  7. 
from  the  upper  chord  of  the  upper  deck  floor  beams  to  Stringer  8  (Figure  12  of  the  Accomplishment 
Instructions  of  the  service  bulletin). 


Exceptions  to  Certain  Procedures 

(n)  If  any  crack  is  found  during  any 
inspection  required  by  paragraph  (m)  of  this 
AD,  and  Boeing  Alert  Service  Bulletin  747- 
53A2349,  Revision  3,  dated  October  2,  2008, 
specifies  to  contact  Boeing  for  appropriate 
action:  Before  further  flight,  repair  the  crack 
using  a  method  approved  in  accordance  with 
the  procedures  specified  in  paragraph  (p)  of 
this  AD. 

(o)  Where  Boeing  Alert  Service  Bulletin 
747— 53A2349,  Revision  3,  dated  October  2, 
2008,  specifies  a  compliance  time  after  the 
date  on  Boeing  Alert  Service  Bulletin  747- 
53A2349,  Revision  3,  dated  October  2,  2008, 
this  AD  requires  compliance  within  the 


specified  compliance  time  after  the  effective 
date  of  this  AD. 

Alternative  Methods  of  Compliance 
(AMOCs) 

(p)(l)  The  Manager,  Seattle  ACO,  FAA,  has 
the  authority. to  approve  AMOCs  for  this  AD, 
if  requested  using  the  procedures  found  in  14 
CFR  39.19.  Send  information  to  ATTN:  Ivan 
Li,  Aerospace  Engineer,  Airframe  Branch, 
ANM-120S,  FAA,  Seattle  Aircraft 
Certification  Office,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98057-3356;  telephone 
(425)  917-6437;  fax  (425)  917-6590.  Or,  e- 
mail  information  to  9-ANM-SeattIe-ACO- 
AMOC-Requests@faa.gov. 


(2)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 
for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  principal  maintenance  inspector 
(PMI)  or  principal  avionics  inspector  (PAI), 
as  appropriate,  or  lacking  a  principal 
inspector,  your  local  Flight  Standards  District 
Office.  The  AMOC  approval  letter  must 
specifically  reference  this  AD. 

(3)  AMOCs  approved  previously  in 
accordance  with  AD  2005-20-30  are 
approved  as  AMOCs  with  the  corresponding 
provisions  of  this  AD. 

(4)  An  AMOC  that  provides  an  acceptable 
level  of  safety  may  be  used  for  any  repair 
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required  by  this  AD,  if  it  is  approved  by  an 
Authorized  Representative  for  the  Boeing 
Commercial  Airplanes  Delegation  Option 
Authorization  Organization  who  has  been 
authorized  by  the  Manager,  Seattle  ACO,  to 
make  those  findings.  For  a  repair  method  to 
be  approved,  the  repair  must  meet  the 
certification  basis  of  the  airplane,  and  the 
approval  must  specifically  refer  to  this  AD. 

Material  Incorporated  by  Reference 

(q)  You  must  use  Boeing  Alert  Service 
Bulletin  747-53A2349,  Revision  3,  dated 
October  2,  2008,  as  applicable,  to  do  the 
actions  required  by  this  AD,  unless  the  AD 
specifies  otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Boeing  Commercial 
Airplanes,  Attention:  Data  &  Services 
Management,  P.O.  Box  3707,  MC  2H-65, 
Seattle,  Washington  98124-2207;  telephone 
206-544—5000,  extension  1,  fax  206-766- 
5680;  e-mail  me.boecom@boeing.com-, 
Internet  https://www.myboeingfIeet.com. 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221  or  425-227-1152. 

(4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http://www.archives.gov/federal_register/ 
code of Jederal regulations/ 
ibr_locations.html. 

Issued  in  Renton,  Washington,  on  August 
17,  2009. 

Ali  Bahraini, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  E9-20579  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2009-0386;  Directorate 
Identifier  2008-NM-1 84-AD;  Amendment 
39-16002;  AD  2009-18-06] 

RIN  2120-AA64 

Airworthiness  Directives; 
Construcciones  Aeronauticas,  S.A. 
(CASA),  Model  CN-235,  CN-235-100, 
CN-235-200,  and  CN-235-300 
Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule. 


SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  the 
products  listed  above.  This  AD  results 
from  mandatory  continuing 
airworthiness  information  (MCAI) 
originated  by  an  aviation  authority  of 
another  country  to  identify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 

During  operation  in  icing  conditions,  an 
asymmetric  configuration  of  the  de-icing 
boots  was  detected,  occurring  during  the 
inflation  and  deflation  check  of  the  de-icing 
system.  This  was  found  to  be  due  to  an 
unexpected  failure  mode  in  the  pneumatic 
and  de-icing  system’s  control  electronic 
logic.  This  condition,  if  not  corrected,  could 
affect  the  de-icing  capabilities  of  the  boots 
installed  on  the  wing  and  horizontal 
stabilizers,  potentially  leading  to  loss  of 
.  control  of  the  aircraft. 

*  *  *  *  * 

We  are  issuing  this  AD  to  require 
actions  to  correct  the  unsafe  condition 
on  these  products. 

DATES:  This  AD  becomes  effective 
October  1,  2009. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  certain  publications  listed  in  this  AD 
as  of  October  1,  2009. 

ADDRESSES:  You  may  examine  the  AD 
docket  on  the  Internet  at  http:// 
www.regulations.gov  or  in  person  at  the 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC. 

FOR  FURTHER  INFORMATION  CONTACT: 

Shahram  Daneshmandi,  Aerospace 
Engineer,  International  Branch,  ANM- 
116,  Transport  Airplane  Directorate, 
FAA,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  227-1112;  fax  (425)  227-1149. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

We  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that  would 
apply  to  the  specified  products.  That 
NPRM  was  published  in  the  Federal 
Register  on  April  29,  2009  (74  FR 
19460).  That  NPRM  proposed  to  correct 
an  unsafe  condition  for  the  specified 
products.  The  MCAI  states: 

During  operation  in  icing  conditions,  an 
asymmetric  configuration  of  the  de-icing 
boots  was  detected,  occurring  during  the 
inflation  and  deflation  check  of  the  de-icing 
system.  This  was  found  to  be  due  to  an 
unexpected  failure  mode  in  the  pneumatic 
and  de-icing  system’s  control  electronic 
logic.  This  condition,  if  not  corrected,  could 
affect  the  de-icing  capabilities  of  the  boots 
installed  on  the  wing  and  horizontal 


stabilizers,  potentially  leading  to  loss  of 
control  of  the  aircraft. 

To  address  and  correct  this  unsafe 
condition,  EADS-CASA  developed 
modification  31558,  approved  by  DGAC- 
Spain  and  incorporated  into  the  Type  Design 
Definition  through  the  approval  of  CN-235- 
300  version  AE02,  revision  14  of  Spanish 
Type  Certificate  DGAC  01/86,  dated  22 
March  2002,  and  modification  31607,  Minor 
Change  approved  by  EADS-CASA  under 
their  DOA  21J.032  privileges,  complementary 
to  modification  31558.  The  entire 
modification  package  consists  of  an 
improvement  of  the  de-icing  boots  electronic 
control  system,  making  it  capable  of  • 
detecting  all  possible  boot  configurations  on 
wings  and  horizontal  stabilizers  without 
affecting  pneumatic  system  functions.  The 
instructions  for  the  in-service 
accomplishment  of  this  modification  have 
been  published  as  CN-235  Service  Bulletin 
(SB)  235-30-16  dated  21  January  2005. 

For  the  reasons  described  above,  this  EASA 
AD  requires  the  modification  of  the  De-Icing 
Boots  control  system  in  all  aircraft  that  have 
not  yet  implemented  the  modification. 

You  may  obtain  further  information  by 
examining  the  MCAI  in  the  AD  docket. 

Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
received  no  comments  on  the  NPRM  or 
on  the  determination  of  the  cost  to  the 
public. 

Change  to  Parts  Cost 

We  have  revised  the  parts  cost  to 
reflect  the  price  of  two  kits  from  the 
manufacturer.  The  revised  cost  is  less 
than  the  original  cost  presented  in  the 
NPRM. 

Conclusion 

We  reviewed  the  available  data  and 
determined  that  air  safety  and  the 
public  interest  require  adopting  the  AD 
as  proposed. 

Differences  Between  This  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  from  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AD  from  those  in  the  • 
MCAI  in  order  to  follow  our  FAA 
policies.  Any  such  differences  are 
highlighted  in  a  NOTE  within  the  AD. 

Costs  of  Compliance 

We  estimate  that  this  AD  will  affect  8 
products  of  U.S.  registry.  We  also 


Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009/Rules  and  Regulations 


43633 


estimate  that  it  will  take  about  65  work- 
hours  per  product  to  comply  with  the 
basic  requirements  of  this  AD.  The 
average  labor  rate  is  $80  per  work-hour. 
Required  parts  will  cost  about  $7,383 
per  product.  Where  the  service 
information  lists  required  parts  costs 
that  are  covered  under  warranty,  we 
have  assumed  that  there  will  be  no 
charge  for  these  parts.  As  we  do  not 
control  warranty  coverage  for  affected 
parties,  some  parties  may  incur  costs 
higher  than  estimated  here.  Based  on 
these  figures,  we  estimate  the  cost  of 
this  AD  to  the  U.S.  operators  to  be 
$100,664,  or  $12,583  per  product. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation  • 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 


Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  the  NPRM,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  street  address  for 
the  Docket  Operations  office  (telephone 
(800)  647-5527)  is  in  the  ADDRESSES 
section.  Comments  will  be  available  in 
the  AD  docket  shortly  after  receipt. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§  39.1 3  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

2009-18-06  Construcciones  Aeronauticas, 
S.A.  (CASA):  Amendment  39-rl6002. 
Docket  No.  FAA-2009-0386;  Directorate 
Identifier  2008-NM-l  84-AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  October  1,  2009. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  CASA  Model  CN- 
235,  CN-235-100,  CN-235-200,  and  CN- 
235-300  airplanes,  certificated  in  any 
category,  all  serial  numbers  up  to,  but  not 
including,  C-139. 

Subject 

(d)  Air  Transport  Association  (ATA)  of 
America  Code  30:  Ice  and  rain  protection. 

Reason 

(e)  The  mandatory  continuing 
airworthiness  information  (N^CAI)  states: 

During  operation  in  icing  conditions,  an 
asymmetric  configuration  of  the  de-icing 
boots  was  detected,  occurring  during  the 
inflation  and  deflation  check  of  the  de-icing 
system.  This  was  found  to  be  due  to  an 
unexpected  failure  mode  in  the  pneumatic 
and  de-icing  system’s  control  electronic 
logic.  This  condition,  if  not  corrected,  could 
affect  the  de-icing  capabilities  of  the  boots 
installed  on  the  wing  and  horizontal 


stabilizers,  potentially  leading  to  loss  of 
control  of  the  aircraft. 

To  address  and  correct  this  unsafe 
condition,  EADS-CASA  developed 
modification  31558,  approved  by  DGAC- 
Spain  and  incorporated  into  the  Type  Design 
Definition  through  the  approval  of  CN-235- 
300  version  AE02,  revision  14  of  Spanish 
Type  Certificate  DGAC  01/86,  dated  22 
March  2002,  and  modification  31607,  Minor 
Change  approved  by  EADS-CASA  under 
their  DOA  21J.032  privileges,  complementary 
to  modification  31558.  The  entire 
modification  package  consists  of  an 
improvement  of  the  de-icing  boots  electronic 
control  system,  making  it  capable  of 
detecting  all  possible  boot  configurations  on 
wings  and  horizontal  stabilizers  without 
affecting  pneumatic  system  functions.  The 
instructions  for  the  in-service 
accomplishment  of  this  modification  have 
been  published  as  CN-235  Service  Bulletin 
(SB)  235-30-16  dated  21  January  2005. 

For  the  reasons  described  above,  this  EASA 
AD  requires  the  modification  of  the  De-Icing 
Boots  control  system  in  all  aircraft  that  have 
not  yet  implemented  the  modification. 

Actions  and  Compliance 

(f)  Unless  already  done,  within  six  months 
after  the  effective  date  of  this  AD:  Modify  the 
aircraft  de-icing  boots  control  system  in 
accordance  with  the  Accomplishment 
Instructions  of  European  Aeronautic  Defense 
and  Space  Company  (EADS)  CASA  Service 
Bulletin  SB-235-30-16,  dated  January  21, 
2005. 

FAA  AD  Differences 

Note  1:  This  AD  differs  from  the  MCAI 
and/or  service  information  as  follows:  No 
differences. 

Other  FAA  AD  Provisions 

(g)  The  following  provisions  also  apply  to 
this  AD: 

(1)  Alternative  Methods  of  Compliance 
(AMOCs):  The  Manager,  International 
Branch,  FAA,  has  the  authority  to  approve 
AMOCs  for  this  AD,  if  requested  using  the 
procedures  found  in  14  CFR  39.19.  Send 
information  to  ATTN:  Shahram 
Daneshmandi,  Aerospace  Engineer, 
International  Branch,  ANM-116,  Transport 
Airplane  Directorate,  FAA,  1601  Lind 
Avenue,  SW.,  Renton,  Washington  98057- 
3356;  telephone  (425)  227-1112;  fax  (425) 
227-1149.  Before  using  any  approved  AMOC 
on  any  airplane  to  which  the  AMOC  applies, 
notify  your  principal  maintenance  inspector 
(PMI)  or  principal  avionics  inspector  (PAI), 
as  appropriate,  or  lacking  a  principal 
inspector,  your  local  Flight  Standards  District 
Office. 

(2)  Airworthy  Product:  For  any 
requirement  in  this  AD  to  obtain  corrective 
actions  from  a  manufacturer  or  other  source, 
use  these  actions  If  they  are  FAA-approved. 
Corrective  actions  are  considered  FAA- 
approved  if  they  are  approved  by  the  State 
of  Design  Authority  (or  their  delegated 
agent).  You  are  required  to  assure  the  product 
is  airworthy  before  it  is  returned  to  service. 

(3)  Reporting  Requirements:  For  any 
reporting  requirement  in  this  AD.  under  the 
provisions  of  the  Paperwork  Reduction  Act, 
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the  Office  of  Management  and  Budget  (OMB) 
has  approved  the  information  collection 
requirements  and  has  assigned  OMB  Control 
Number  2120-0056. 

Related  Information 

(h)  Refer  to  MCAI  European  Aviation 
Safety  Agency  (EASA)  Airworthiness 
Directive  2008-0118,  dated  June  27,  2008; 
and  EADS  CASA  Service  Bulletin  SB-235- 
30-16,  dated  January  21,  2005;  for  related 
information. 

Material  Incorporated  by  Reference 

(i)  You  must  use  EADS  CASA  Service 
Bulletin  SB-235-30-16,  dated  January  21, 
2005,  to  do  the  actions  required  by  this  AD, 
unless  the  AD  specifies  otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  EADS-CASA,  Military 
Transport  Aircraft  Division  (MTAD), 
Integrated  Customer  Services  (ICS), 

Technical  Services,  Avenida  de  Aragon  404, 
28022  Madrid,  Spain;  telephone  +34  91  585 
55  84;  fax  +34  91  585  55  05;  e-mail 
MTA.TechnicalService@casa.eads.net, 
Internet  http://www.eads.net. 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221  or  425-227-1152. 

(4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http ://www. archives.gov/federal_register/ 
code  of  Jederal  regulations/ 
ibr_locations.html. 

Issued  in  Renton,  Washington,  on  August 
17,  2009. 

Ali  Bahrami, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  E 9— 20581  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2008-0174;  Directorate 
Identifier  2008-NE-03-AD;  Amendment  39- 
15997;  AD  2009-18-01] 

RIN  21 20-AA64 

Airworthiness  Directives;  CFM 
International,  S.A.  CFM56-5B1/P;  -5B2 / 
P;  -5B3/P;  -5B3/P1 ;  -5B4/P;  -5B4/P1 ; 
-5B5/P;  -5B6/P;  -5B7/P;  -5B8/P;  -5B9/ 
P;  -5B1/3;  -5B2/3;  -5B3/3;  -5B4/3; 
-5B5/3;  -5B6/3;  -5B7/3;  -5B8/3;  -5B9/ 

3;  -5B3/3B1;  and  -5B4/3B1  Turbofan 
Engines 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT.  _ 

ACTION:  Final  rule. 

SUMMARY:  The  FAA  is  adopting  a  new 
airworthiness  directive  (AD)  for  CFM 
International,  S.A.  CFM56-5B1/P;  -5B2/ 
P;  -5B3/P;  -5B3/P1;  -5B4/P;  -5B4/P1; 
-5B5/P;  -5B6/P;  -5B7/P;  -5B8/P;  -5B9/ 
P;  -5B1/3;  -5B2/3;  -5B3/3;  -5B4/3; 
-5B5/3;  -5B6/3;  -5B7/3;  -5B8/3;  -5B9/ 

3;  -5B3/3B1;  and  -5B4/3B1  turbofan 
engines.  This  AD  requires  initial  and 
repetitive  eddy  current  inspections 
(ECIs)  of  certain  part  number  (P/N)  low- 
pressure  (LP)  turbine  rear  frames.  This 
AD  results  from  a  refined  lifing  analysis 
by  the  engine  manufacturer  that  shows 
the  need  to  identify  initial  and 
repetitive  inspection  thresholds  for 
inspecting  certain  LP  turbine  rear 
frames.  We  are  issuing  this  AD  to  detect 
low-cycle-fatigue  cracks  in  the  LP 
turbine  rear  frame,  which  could  result 
in  an  engine  separating  from  the 
airplane,  causing  damage  to,  and 
possibly  leading  to  loss  of  control  of  the 
airplane. 

DATES:  This  AD  becomes  effective 
October  1,  2009.  The  Director  of  the 
Federal  Register  approved  the 
incorporation  by  reference  of  certain 
publications  listed  in  the  regulations  as 
of  October  1,  2009. 

ADDRESSES:  You  can  get  the  service 
information  identified  in  this  AD  from 
CFM  International,  Technical 
Publications  Department,  1  Neumann 
Way,  Cincinnati,  OH  45215;  telephone 
(513)  552-2800;  fax  (513)  552-2816. 

The  Docket  Operations  office  is 
located  at  Docket  Management  Facility, 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  West  Building 
Ground  Floor,  Room  W12-140' 
Washington,  DC  20590-0001. 

FOR  FURTHER  INFORMATION  CONTACT: 
Stephen  Sheely,  Aerospace  Engineer, 
Engine  Certification  Office,  FAA,  Engine 


and  Propeller  Directorate,  12  New 
England  Executive  Park,  Burlington,  MA 
01803;  e-mail: 

stephen.k.sheely@faa.gov,  telephone 
(781)  238-7750;  fax  (781)  238-7199. 

SUPPLEMENTARY  INFORMATION:  The  FAA 

proposed  to  amend  14  CFR  part  39  with 
a  proposed  AD  and  a  supplemental 
proposed  AD.  The  proposed  AD  applies 
to  CFM  International,  S.A.  CFM56-5B1/ 
P;  -5B2/P;  -5B3/P;  -5B3/Pl;  -5B4/P; 
-5B4/P1; -5B5/P; -5B6/P; -5B7/P; 
-5B8/P;  and  -5B9/P  turbofan  engines, 
and  the  supplemental  proposed  AD 
applies  to  CFM  International,  S.A. 
CFM56-5B1/P;  -5B2/P;  -5B3/P;  -5B3/ 
PI;  -5B4/P;  -5B4/P1;  -5B5/P;  -5B6/P; 
-5B7/P;  -5B8/P;  -5B9/P;  -5B1/3;  -5B2/ 
3;  -5B3/3;  -5B4/3;  -5B5/3;  -5B6/3; 
-5B7/3;  -5B8/3;  -5B9/3;  -5B3/3B1;  and 
-5B4/3B1  turbofan  engines.  We 
published  the  proposed  AD  in  the 
Federal  Register  on  May  7,  2008  (73  FR 
25597).  That  action  proposed  to  require 
initial  and  repetitive  ECIs  of  certain 
P/N  LP  turbine  rear  frames.  We 
published  the  supplemental  proposed 
AD  in  the  Federal  Register  on  April  24, 
2009  (74  FR  18662).  That  action 
proposed  to  require  initial  and 
repetitive  ECIs  of  those  same  P/N  LP 
turbine  rear  frames,  to  add  two 
additional  P/N  LP  turbine  rear  frames, 
to  add  11  engine  models  to  the 
applicability,  and  to  clarify  the 
commercial  and  corporate  engines/LP 
turbine  rear  frames  applicability. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  street  address  for 
the  Docket  Operations  office  (telephone 
(800)  647-5527)  is  provided  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

Comments 

We  provided  the  public  the 
opportunity  to  participate  in  the 
development  of  this  AD.  We  have 
considered  the  comment  received. 

One  commenter,  CFM  International, 
S.A.  requests  that  we  reference  the  latest 
European  Aviation  Safety  Agency  AD 
2009-0110,  dated  May  7,  2009,  as  it  is 
up-to-date  on  P/Ns  and  engine  models 
affected. 

We  agree  and  changed  the  AD  to 
reference  AD  2009-0110. 
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Conclusion 

We  have  carefully  reviewed  the 
available  data,  including  the  comment 
received,  and  determined  that  air  safety 
and  the  public  interest  require  adopting 
the  AD  with  the  changes  described 
previously.  We  have  determined  that 
these  changes  will  neither  increase  the 
economic  burden  on  any  operator  nor 
increase  the  scope  of  the  AD. 

Costs  of  Compliance 

We  estimate  that  this  AD  will  affect 
282  CFM56-5B  series  turbofan  engines 
installed  on  airplanes  of  U.S.  registry. 

We  estimate  that  it  will  take  about  3 
work-hours  to  perform  an  eddy  current 
inspection  of  an  LP  turbine  rear  frame. 
The  average  labor  rate  is  $80  per  work- 
hour.  A  replacement  LP  turbine  rear 
frame  costs  about  $102,240.  If  all  282  LP 
turbine  rear  frames  needed  replacement, 
we  estimate  the  total  cost  of  the  AD  to 
U.S.  operators  to  be  $28,899,360.  Our 
cost  estimate  is  exclusive  of  possible 
warranty  coverage. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 
part  A,  subpart  HI,  section  44701, 
“General  requirements.”  Under  that  - 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
-that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979);  and 


(3)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  summary  of  the  costs 
to  comply  with  this  AD  and  placed  it  in 
the  AD  Docket.  You  may  get  a  copy  of 
this  summary  at  the  address  listed 
under  ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  Federal  Aviation  Administration 
amends  14  CFR  part  39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES  - 

■  1 .  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  airworthiness 
directive: 

2009-18-01  CFM  International,  S.A.: 

Amendment  39-15997.  Docket  No. 
FAA-2008-0174;  Directorate  Identifier 
2008-NE-03-AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  October  1,  2009. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to: 

(1)  CFM  International,  S.A.  turbofan 
engines  with  a  low-pressure  (LP)  turbine  rear 
frame,  part  number  (P/N)  338-171-703-0; 
338-171-704-0;  338-171-705-0;  or  338- 
171-706-0  installed,  as  follows: 

(1)  Commercial  application  CFM56-5B1/P; 
-5B2/P;  -5B3/P;  -5B3/P1;  -5B4/P;  -5B4/P1; 
-5B5/P;  -5B6/P;  -5B7/P;  -5B8/P;  -5B9/P 
turbofan  engines. 

(ii)  Corporate  application  CFM56-5B6/P 
and  -5B7/P  turbofan  engines. 

(2)  CFM  International,  S.A.  turbofan 
engines  with  an  LP  turbine  rear  frame,  P/N 
338-171-751-0;  or  338-171-752-0  installed, 
on  corporate  and  commercial  applications  of 
CFM56-5B1/P;  -5B2/P;  -5B3/P;  -5B3/P1; 
-5B4/P;  -5B4/P1;  -5B5/P;  -5B6/P;  -5B7/P; 
-5B8/P;  -5B9/P;  -5B1/3;  -5B2/3;  -5B3/3; 
-5B4/3;  -5B5/3;  -5B6/3;  -5B7/3;  -5B8/3; 
-5B9/3;  -5B3/3B1;  and  -5B4/3B1  turbofan 
engines. 

(3)  These  engines  are  installed  on,  but  not 
limited  to.  Airbus  A318,  A319,  A320,  and 
A321  series  airplanes. 


Unsafe  Condition 

(d)  This  AD  results  from  a  refined  lifing 
analysis  by  the  engine  manufacturer  that 
shows  the  need  to  identify  initial  and 
repetitive  inspection  thresholds  for 
inspecting  certain  LP  turbine  rear  frames.  We 
are  issuing  this  AD  to  detect  low-cycle- 
fatigue  cracks  in  the  LP  turbine  rear  frame, 
which  could  result  in  an  engine  separating 
from  the  airplane,  causing  damage  to,  and 
possibly  leading  to  loss  of  control  of  the 
airplane. 

Compliance 

(e)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified  unless  the 
actions  have  already  been  done. 

Initial  Inspection 

(f)  Perform  an  initial  eddy  current 
inspection  (ECI)  of  the  LP  turbine  rear  frame 
using  paragraphs  3.A.  through  3.A.(7)(d)  of 
the  Accomplishment  Instructions  of  CFM 
International,  S.A.  Service  Bulletin  (SB)  No. 
CFM56-5B  S/B  72-0620,  Revision  2,  dated 
December  1,  2008,  at  the  following 
compliance  times: 

(1)  For  commercial  engine  applications, 
within  25,000  cycles-since-new  (CSN)  on  the 
LP  turbine  rear  frame. 

(2)  For  corporate  engine  applications, 
within  19,000  CSN  on  the  LP  turbine  rear 
frame. 

(3)  For  engines  with  unknown  LP  turbine 
rear  frame  CSN,  within  300  cycles-in-service 
from  the  effective  date  of  this  AD. 

Repetitive  Inspections 

(g)  Perform  repetitive  ECIs  of  the  LP 
turbine  rear  frame  using  paragraphs  3. A. 
through  3.A.(7)(d)  of  the  Accomplishment 
Instructions  of  CFM  International,  S.A.  SB 
No.  CFM56-5B  S/B  72-0620,  Revision  2, 
dated  December  1,  2008.  Use  the  inspection 
intervals  in  paragraph  3.A.(8)  of  the 
Accomplishment  Instructions  of  CFM 
International,  S.A.  SB  No.  CFM56-5B  S/B 
72-0620,  Revision  2,  dated  December  1, 

2008. 

LP  Turbine  Rear  Frame  Removal  Criteria 

(h)  Remove  LP  turbine  rear  frames  from 
service  that  have  a  single  crack  length  of  2.56 
inches  (65  mm)  or  longer,  or  multiple  cracks 
with  an  accumulated  crack  length  of  2.56 
inches  (65  mm)  or  longer. 

Previous  Credit 

(i)  Initial  and  repetitive  inspections  done 
before  the  effective  date  of  this  AD  using 
CFM  International,  S.A.  SB  No.  CFM56-5B 
S/B  72-0620,  dated  May  3,  2007,  or  SB  No. 
CFM56-5B  S/B  72-0620,  Revision  1.  dated 
December  20,  2007,  comply  with  the  initial 
and  repetitive  inspection  requirements 
specified  in  this  AD.  Operators  must 
continue  performing  the  repetitive 
inspections  required  in  paragraph  (g)  of  this 
AD. 

Alternative  Methods  of  Compliance 

(j)  The  Manager,  Engine  Certification 
Office,  has  the  authority  to  approve 
alternative  methods  of  compliance  for  this 
AD  if  requested  using  the  procedures  found 
in  14  CFR  39.19. 
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Related  Information 

(k)  European  Aviation  Safety  Agency  AD 
2009-0110,  dated  May  7,  2009,  also 
addresses  the  subject  of  this  AD. 

(l)  Contact  Stephen  Sheely,  Aerospace 
Engineer,  Engine  Certification  Office,  FAA, 
Engine  and  Propeller  Directorate,  12  New 
England  Executive  Park,  Burlington,  MA 
01803;  e-mail:  stephen.k.sheely@faa.gov, 
telephone  (781)  238-7750;  fax  (781)  238- 
7199,  for  more  information  about  this  AD. 

Material  Incorporated  by  .Reference 

(m)  You  must  use  CFM  International,  S.A. 
SB  No.  CFM56-5B  S/B  72-0620,  Revision  2, 
dated  December  1,  2008  to  perform  the 
inspections  required  by  this  AD.  The  Director 
of  the  Federal  Register  approved  the 
incorporation  by  reference  of  this  service 
bulletin  in  accordance  with  5  U.S.C.  552(a) 
and  1  CFR  part  51.  Contact  CFM 
International,  Technical  Publications 
Department,  1  Neumann  Way,  Cincinnati, 

OH  45215;  telephone  (513)  552-2800;  fax 
(513)  552-2816,  for  a  copy  of  this  service 
information.  You  may  review  copies  at  the 
FAA,  New  England  Region,  12  New  England 
Executive  Park,  Burlington,  MA;  or  at  the 
National  Archives  and  Records 
Administration  (NARA).  For  information  on 
the  availability  of  this  material  at  NARA,  call 
202-741-6030,  or  go  to:  http:// 
www.archives.gov/federal-register/cfr/ibr- 
locations.html. 

Issued  in  Burlington,  Massachusetts,  on 
August  17,  2009. 

Peter  A.  White, 

Assistant  Manager,  Engine  and  Propeller 
Directorate,  Aircraft  Certification  Sendee. 

[FR  Doc.  E 9— 20284  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2009-0622;  Directorate 
Identifier  2009-CE-034-AD;  Amendment 
39-15999;  AD  2009-18-03] 

RIN  21 20-AA64 

Airworthiness  Directives;  Pilatus 
Aircraft  Ltd.  Models  PC-6,  PC-6-H1, 
PC-6-H2,  PC-6/350,  PC-6/350-H1,  PC- 
6/350-H2,  PC-6/A,  PC-6/A-H1,  PC-6/ 
A-H2,  PC-6/B-H2.  PC-6/B1-H2,  PC-6/ 
B2-H2,  PC-6/B2-H4,  PC-6/C-H2,  and 
PC-6/C1-H2  Airplanes 

AGENCY;  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule. 


SUMMARY:  We  are  superseding  an 
existing  airworthiness  directive  (AD)  for 
the  products  listed  above.  This  AD 
results  from  mandatory  continuing 
airworthiness  information  (MCAI) 


issued  by  an  aviation  authority  of 
another  country  to  identify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 

Findings  of  corrosion,  wear  and  cracks  in 
the  upper  wing  strut  fittings  on  some  PC-6 
aircraft  have  been  reported  in  the  past.  It  is 
possible  that  the  spherical  bearing  of  the 
wing  strut  fittings  installed  in  the  underwing' 
can  be  loose  in  the  fitting  or  cannot  rotate 
because  of  corrosion.  In  this  condition,  the 
joint  cannot  function  as  designed  and  fatigue 
cracks  may  then  develop.  Undetected  cracks, 
wear  and/or  corrosion  in  this  area  could 
cause  failure  of  the  upper  attachment  fitting, 
leading  to  failure  of  the  wing  structure  and 
subsequent  loss  of  control  of  the  aircraft. 

We  are  issuing  this  AD  to  require 
actions  to  correct  the  unsafe  condition 
on  these  products. 

DATES:  This  AD  becomes  effective 
October  .1,  2009. 

On  October  1,  2009,  the  Director  of 
the  Federal  Register  approved  the 
incorporation  by  reference  of  Pilatus 
Aircraft  Ltd.  Pilatus  PC-6  Service 
Bulletin  No.  57-005,  REV  No.  2,  dated 
May  19,  2008,  and  Chapter  57-00-02  of 
Pilatus  Aircraft  Ltd.  Pilatus  PC-6 
Aircraft  Maintenance  Manual,  dated 
November  30,  2008  (referenced  as 
revision  9  in  European  Aviation  Safety 
Agency  (EASA)  AD  No.:  2007-0241R3), 
listed  in  this  AD. 

ADDRESSES:  You  may  examine  the  AD 
docket  on  the  Internet  at  http:// 
www.regulations.gov  or  in  person  at  the 
Docket  Management  Facility,  U.S. 
Department  of  Transportation,  Docket 
Operations,  M-30,  West  Building 
Ground  Floor,  Room  W12-140,  1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20590. 

FOR  FURTHER  INFORMATION  CONTACT: 

Doug  Rudolph,  Aerospace  Engineer, 
FAA,  Small  Airplane  Directorate,  901 
Locust,  Room  301,  Kansas  City, 

Missouri  64106;  telephone:  (816)  329- 
4059:  fax:  (816)  329-4090. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

We  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that  would 
apply  to  the  specified  products.  That 
NPRM  was  published  in  the  Federal 
Register  on  July  8,  2009  (74  FR  32471), 
and  proposed  to  supersede  AD  2007- 
19-14,  Amendment  39-15205  (72  FR 
53920,  September  21,  2007).  That  NPRM 
proposed  to  correct  an  unsafe  condition 
for  the  specified  products.  The  MCAI 
states: 

Findings  of  corrosion,  wear  and  cracks  in 
the  upper  wing  strut  fittings  on  some  PC-6 
aircraft  have  been  reported  in  the  past.  It  is 
possible  that  the  spherical  bearing  of  the 


wing  strut  fittings  installed  in  the  underwing 
can  be  loose  in  the  fitting  or  cannot  rotate 
because  of  corrosion.  In  this  condition,  the 
joint  cannot  function  as  designed  and  fatigue 
cracks  may  then  develop.  Undetected  cracks, 
wear  and/or  corrosion  in  this  area  could 
cause  failure  of  the  upper  attachment  fitting, 
leading  to  failure  of  the  wing  structure  and 
subsequent  loss  of  control  of  the  aircraft. 

To  address  this  problem,  FOCA  published 
AD  TM-L  Nr.  80.627-6/Index  72-2  and  HB- 

2006— 400  and  EASA  published  AD  2007- 
0114  to  require  specific  inspections  and  to 
obtain  a  fleet  status.  Since  the  issuance  of  AD 

2007- 0114,  the  reported  data  proved  that  it 
was  necessary  to  establish  and  require 
repetitive  inspections. 

EASA  published  Emergency  AD  2007- 
024 1-E  to  extend  the  applicability  and  to 
require  repetitive  eddy  current  and  visual 
inspections  of  the  upper  wing  strut  fitting  for 
evidence  of  cracks,  wear  and/or  corrosion 
and  examination  of  the  spherical  bearing  and 
replacement  of  cracked  fittings.  Collected 
data  received  in  response  to  Emergency  AD 
2007-0241-E  resulted  in  the  issuance  of 
EASA  AD  2007— 0241R1  that  permitted 
extending  the  intervals  for  the  repetitive 
eddy  current  and  visual  inspections  from  100 
Flight  Hours  (FH)  to  300  FH  and  from  150 
Flight  Cycles  (FC)  to  450  FC,  respectively.  In 
addition,  oversize  bolts  were  introduced  by 
Pilatus  PC-6  Service  Bulletin  (SB)  57-005  Rl 
and  the  fitting  replacement  procedure  was 
adjusted  accordingly. 

Based  on  fatigue  test  results,  EASA  AD 
2007-0241R2  was  issued  to  extend  the 
repetitive  inspection  interval  to  1  100  FH  or 
12  calendar  months,  whichever  occurs  first, 
and  to  delete  the  related  flight  cycle  intervals 
and  the  requirement  for  the  “Mild  Corrosion 
Severity  Zone”.  In  addition,  some  editorial 
changes  have  been  made  for  reasons  of 
standardization  and  readability. 

Revision  3  of  this  AD  refers  to  the  latest 
revision  of  the  PC-6  Aircraft  Maintenance 
Manual  (AMM)  Chapter  5  limitations  which 
includes  the  same  repetitive  inspection 
intervals  and  procedures  already  mandated 
in  the  revision  2  of  AD  2007-0241.  Besides 
the  inspections,  the  latest  revision  of  the  PC- 
6  AMM  contains  the  replacement  procedures 
for  the  fittings. 

Additionally,  it  is  possible  to  replace  the 
wing  strut  fitting  with  a  new  designed  wing 
strut  fitting.  With  this  optional  part 
replacement,  in  the  repetitive  inspection 
procedure  the  1  100  FH  interval  is  deleted  so 
that  only  calendar  defined  intervals  of 
inspections  remain  applicable. 

Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
received  no  comments  on  the  NPRM  or 
on  the  determination  of  the  cost  to  the 
public.  ■  * 

Conclusion 

We  reviewed  the  available  data  and 
determined  that  air  safety  and  the 
public  interest  require  adopting  the  AD 
as  proposed. 
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Differences  Between  This  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  from  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AD  from  those  in  the  N 
MCAI  in  order  to  follow  FAA  policies. 
Any  such  differences  are  highlighted  in 
a  note  within  the  AD. 

Costs  of  Compliance 

We  estimate  that  this  AD  will  affect 
50  products  of  U.S.  registry.  We  also 
estimate  that  it  will  take  about  7  work- 
hours  per  product  to  comply  with  the 
basic  requirements  of  this  AD.  The 
average  labor  rate  is  $80  per  work-hour. 

Based  on  these  figures,  we  estimate 
the  cost  of  the  proposed  AD  on  U.S. 
operators  to  be  $28,000,  or  $560  per 
product. 

In  addition,  we  estimate  that  any 
necessary  follow-on  actions  would  take 
about  30  work-hours  and  require  parts 
costing  $5,000,  for  a  cost  of  $7,400  per 
product.  We  have  no  way  of 
determining  the  number  of  products 
that  may  need  these  actions. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 


the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

(3)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  Docket. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  the  NPRM,  the 
regulator},’  evaluation,  any  comments 
received,  and  other  information.  The 
street  address  for  the  Docket  Office 
(telephone  (800)  647-5527)  is  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation,  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 
Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by 
removing  Amendment  39-15205  (72  FR 
53920,  September  21,  2007)  and  adding 
the  following  new  AD: 

2009-18-03  Pilatus  Aircraft  Ltd.: 

Amendment  39-15999;  Docket  No. 
FAA-2009-0622;  Directorate  Identifier 
2009-CE-034— AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  October  1,  2009. 

Affected  ADs 

(b)  This  AD  supersedes  AD  2007-19-14, 
Amendment  39-15205. 


Applicability 

(c)  This  AD  applies  to  Models  PC-6,  PC- 
6-Hl,  PC-6-H2,  PC-6/350,  PC-6/350-H1, 
PC— 6/350-H2,  PC-6/A,  PC-6/A-H1,  PC-6/ 
A-H2,  PC-6/B-H2,  PC-6/B1-H2,  PC-6/B2- 
H2,  PC-6/B2-H4,  PC-6/C-H2,  and  PC-6/C1- 
H2  airplanes,  manufacturer  serial  numbers 
(MSN)  101  through  999  and  MSN  2001 
through  2092,  certificated  in  any  category. 

Note  1:  These  airplanes  are  also  identified 
as  Fairchild  Republic  Company  PC-6 
airplanes,  Fairchild  Industries  PC-6 
airplanes,  Fairchild  Heli  Porter  PC-6 
airplanes,  or  Fairchild-Hiller  Corporation 
PC-6  airplanes. 

Subject 

(d)  Air  Transport  Association  of  America 
(ATA)  Code  57:  Wings. 

Reason 

(e)  The  mandatory  continuing 
airworthiness  information  (MCAI)  states: 

Findings  of  corrosion,  wear  and  cracks  in 
the;  upper  wing  strut  fittings  on  some  PC-6 
aircraft  have  been  reported  in  the  past.  It  is 
possible  that  the  spherical  bearing  of  the 
wing  strut  fittings  installed  in  the  underwing 
can  be  loose  in  the  fitting  or  cannot  rotate 
because  of  corrosion.  In  this  condition,  the 
joint  cannot  function  as  designed  and  fatigue 
cracks  may  then  develop.  Undetected  cracks, 
wear  and/or  corrosion  in  this  area  could 
cause  failure  of  the  upper  attachment  fitting, 
leading  to  failure  of  the  wing  structure  and 
subsequent  loss  of  control  of  the  aircraft. 

To  address  this  problem,  FOCA  published 
AD  TM-L  Nr.  80.627-6/Index  72-2  and  HB- 

2006- 400  and  EASA  published  AD  2007- 
0114  to  require  specific  inspections  and  to 
obtain  a  fleet  status.  Since  the  issuance  of  AD 

2007- 0114,  the  reported  data  proved  that  it 
was  necessary  to  establish  and  require 
repetitive  inspections. , 

EASA  published  Emergency  AD  2007- 
024 1-E  to  extend  the  applicability  and  to 
require  repetitive  eddy  current  and  visual 
inspections  of  the  upper  wing  strut  fitting  for 
evidence  of  cracks,  wear  and/or  corrosion 
and  examination  of  the  spherical  bearing  and 
replacement  of  cracked  fittings.  Collected 
data  received  in  response  to  Emergency  AD 
2007-0241— E  resulted  in  the  issuance  of 
EASA  AD  2007-0241R1  that  permitted 
extending  the  intervals  for  the  repetitive 
eddy  current  and  visual  inspections  from  100 
Flight  Hours  (FH)  to  300  FH  and  from  150 
Flight  Cycles  (FC)  to  450  FC,  respectively.  In 
addition,  oversize  bolts  were  introduced  by 
Pilatus  PC-6  Service  Bulletin  (SB)  57-005  Rl 
and  the  fitting  replacement  procedure  was 
adjusted  accordingly. 

Based  on  fatigue  test  results,  EASA  AD 
2007-0241R2  was  issued  to  extend  the 
repetitive  inspection  interval  to  1  100  FH  or 
12  calendar  months,  whichever  occurs  first, 
and  to  delete  the  related  flight  cycle  intervals 
and  the  requirement  for  the  “Mild  Corrosion 
Severity  Zone”.  In  addition,  some  editorial 
changes  have  been  made  for  reasons  of 
standardization  and  readability. 

Revision  3  of  this  AD  refers  to  the  latest 
revision  of  the  PC-6  Aircraft  Maintenance 
Manual  (AMM)  Chapter  5  limitations  which 
includes  the  same  repetitive  inspection 
intervals  and  procedures  already  mandated 
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in  the  revision  2  of  AD  2007-0241.  Besides 
the  inspections,  the  latest  revision  of  the  PC- 
6  AMM  contains  the  replacement  procedures 
for  the  fittings. 

Additionally,  it  is  possible  to  replace  the 
wing  strut  fitting  with  a  new  designed  wing 
strut  fitting.  With  this  optional  part 
replacement,  in  the  repetitive  inspection 
procedure  the  1 100  FH  interval  is  deleted  so 
that  only  calendar  defined  intervals  of 
inspections  remain  applicable. 

Actions  and  Compliance 

(f)  Unless  already  done,  do  the  following 
actions: 

(1)  For  airplanes  that  have  not  had  both 
wing  strut  fittings  replaced  within  the  last 
100  hours  time-in-service  (TIS)  before 
September  26,  2007  (the  effective  date  of  AD 
2007-19-14),  or  have  not  been  inspected 
using  an  eddy  current  inspection  method 
following  Pilatus  Aircraft  Ltd.  Pilatus  PC-6 
Service  Bulletin  No.  57-004,  dated  April  16, 
2007,  within  the  last  100  hours  TIS  before 
September  26,  2007  (the  effective  date  of  AD 
2007-19-14):  Before  further  flight  after 
September  26,  2007  (the  effective  date  of  AD 
2007-19-14),  visually  inspect  the  upper  wing 
strut  fittings  and  examine  the  spherical 
bearings  following  the  Pilatus  Aircraft  Ltd. 
Pilatus  PC-6  Service  Bulletin  No.  57-005, 

REV  No.  2,  dated  May  19,  2008. 

(2)  For  all  airplanes:  Within  25  hours  TIS 
after  September  26,  2007  (the  effective  date 
of  AD  2007-19-14),  or  within  30  days  after 
September  26,  2007  (the  effective  date  of  AD 
2007-19-14),  whichever  occurs  first,  visually 
and  using  eddy  current  methods,  inspect  the 
upper  wing  strut  fittings  and  examine  the 
spherical  bearings  following  Pilatus  Aircraft 
Ltd.  Pilatus  PC-6  Service  Bulletin  No.  57- 
005,  REV  No.  2,  dated  May  19,  2008. 

(3)  After  doing  the  inspection  specified  in 
paragraph  (f)(2)  of  this  AD  or  replacing  the 
upper  wing  strut  fitting,  repetitively  do  the 
following  inspections: 

(i)  For  all  airplanes:  at  intervals  not  to 
exceed  every  3  calendar  months  visually 
inspect  the  upper  wing  strut  fittings  and 
examine  the  spherical  bearings  following 
Chapter  57-00-02  of  Pilatus  Aircraft  Ltd. 
Pilatus  PC-6  Aircraft  Maintenance  Manual, 
dated  November  30,  2008  (referenced  as 
revision  9  in  European  Aviation  Safety 
Agency  (EASA)  AD  No.:  2007-0241R3).  For 
airplanes  equipped  with  wing  strut  fitting 
part  number  (P/N)  6102.0041.00,  P/N 
111.35.06.055,  P/N  111.35.06.056,  P/N 
111.35.06.184,  P/N  111.35.06.185,  or  P/N 
111.35.06.186,  you  may  also  do  these 
inspections  following  Pilatus  Aircraft  Ltd. 
Pilatus  PC-6  Service  Bulletin  No.  57-005, 
REV  No.  2,  dated  May  19,  2008. 

(ii)  For  airplanes  equipped  with  wing  strut 
fitting  P/N  6102.0041.00,  P/N  1 11.35.06:055, 
P/N  111.35.06.056,  P/N  111.35.06.184,  P/N 
111.35.06.1 85,  or  P/N  111.35.06.1 86:  at 
intervals  not  to  exceed  every  1,100  hours  TIS 
or  12  calendar  months,  whichever  occurs 
first,  visually  and  using  eddy  current 
methods,  inspect  the  upper  wing  strut  fittings 
and  examine  the  spherical  bearings  following 
Pilatus  Aircraft  Ltd.  Pilatus  PC-6  Service 
Bulletin  No.  57-005,  REV  No.  2,  dated  May 
19,  2008,  or  Chapter  57-00-02  of  Pilatus 
Aircraft  Ltd.  Pilatus  PC-6  Aircraft 


Maintenance  Manual,  dated  November  30, 

2008  (referenced  as  revision  9  in  EASA  AD 
No.:  2007— 0241R3). 

(iii)  For  airplanes  equipped  with  wing  strut 
fitting  P/N  111.35.06.193,  P/N  111. 35.06. 1 94, 
or  P/N  111.35.06.195:  at  intervals  not  to 
exceed  every  12  calendar  months,  visually 
and  using  eddy  current  methods,  inspect  the 
upper  wing  strut  fittings  and  examine  the 
spherical  bearings  following  Chapter  57-00- 
02  of  Pilatus  Aircraft  Ltd.  Pilatus  PC-6 
Aircraft  Maintenance  Manual,  dated 
November  30,  2008  (referenced  as  revision  9 
in  EASA  AD  No.:  2007-0241R3). 

(4)  You  may  also  take  “unless  already 
done”  credit  for  any  inspection  specified  in 
paragraphs  (f)(1),  (f)(2),  or  (f)(3)  of  this  AD  if 
done  before  October  1,  2009  (the  effective 
date  of  this  AD)  following  Pilatus  Aircraft 
Ltd.  Pilatus  PC-6  Service  Bulletin  No.  57- 
005,  dated  August  30,  2007;  or  Pilatus 
Aircraft  Ltd.  Pilatus  PC-6  Service  Bulletin 
No.  57-005,  REV  No.  1,  dated  November  19, 
2007. 

(5)  For  all  airplanes:  If  during  any 
inspection  required  by  paragraphs  (f)(1), 

(f)(2),  or  (f)(3)  of  this  AD  you  find  cracks  in 
the  upper  wing  strut  fitting  or  the  spherical 
bearing  is  not  in.  conformity,  before  further 
flight,  replace  the  cracked  upper  wing  strut 
fitting  and/or  the  nonconforming  spherical 
bearing  following  Chapter  57-00-02  of 
Pilatus  Aircraft  Ltd.  Pilatus  PC-6  Aircraft 
Maintenance  Manual,  dated  November  30, 
2008  (referenced  as  revision  9  in  EASA  AD 
No.:  2007-0241R3). 

(6)  For  all  airplanes:  Replacement  of  one  or 
both  upper  wing  strut  fitting(s)  does  not 
terminate  the  repetitive  inspection  specified 
in  paragraph  (f)(3)  of  this  AD. 

FAA  AD  Differences 

Note  2:  This  AD  differs  from  the  MCAI 
and/or  service  information  as  follows:  No 
differences. 

Other  FAA  AD  Provisions 

(g)  The  following  provisions  also  apply  to 
this  AD: 

(1)  Alternative  Methods  of  Compliance 
(AMOCs): 

(1)  The  Manager,  Standards  Office,  FAA, 
has  the  authority  to  approve  AMOCs  for  this 
AD,  if  requested  using  the  procedures  found 
in  14  CFR  39.19.  Send  information  to  ATTN: 
Doug  Rudolph,  Aerospace  Engineer,  FAA, 
Small  Airplane  Directorate,  901  Locust, 

Room  301,  Kansas  City,  Missouri  64106; 
telephone:  (816)  329-4059;  fax:  (816)  329- 
4090.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  appropriate  principal  inspector 
(PI)  in  the  FAA  Flight  Standards  District 
Office  (FSDO),  or  lacking  a  PI,  your  local 
FSDO. 

(ii)  AMOCs  approved  for  AD  2007-19-14 
are  not  approved  for  this  AD. 

(2)  Airworthy  Product:  For  any  requirement 
in  this  AD  to  obtain  corrective  actions  from 

a  manufacturer  or  other  source,  use  these 
actions  if  they  are  FAA-approved.  Corrective 
actions  are  considered  FAA-approved  if  they 
are  approved  by  the  State  of  Design  Authority 
(or  their  delegated  agent).  You  are  required 
to  assure  the  product  is  airworthy  before  it 
is  returned  to  service. 


(3)  Reporting  Requirements:  For  any 
reporting  requirement  in  this  AD,  under  the 
provisions  of  the  Paperwork  Reduction  Act 
(44  U.S.C.  3501  et  seq.),  the  Office  of 
Management  and  Budget  (OMB)  has 
approved  the  information  collection 
requirements  and  has  assigned  OMB  Control 
Number  2120-0056. 

Related  Information 

(h)  Refer  to  MCAI  EASA  AD  No.:  2007- 
0241R3,  dated  May  6,  2009;  Pilatus  Aircraft 
Ltd.  Pilatus  PC-6  Service  Bulletin  No.  57- 
005,  REV  No.  2,  dated  May  19,  2008;  Pilatus 
Aircraft  Ltd.  Pilatus  PC-6  Service  Bulletin 
No.  57-005,  REV  No.  1,  dated  November  19, 
2007;  Pilatus  Aircraft  Ltd.  Pilatus  PC-6 
Service  Bulletin  No.  57-005,  dated  August 
30,  2007;  Pilatus  Aircraft  Ltd.  Pilatus  PC— 6 
Service  Bulletin  No.  57-004,  dated  April  16, 
2007;  and  Chapter  57-00-02  of  Pilatus 
Aircraft  Ltd.  Pilatus  PC-6  Aircraft 
Maintenance  Manual,  dated  November  30, 
2008  (referenced  as  revision  9  in  EASA  AD 
No.:  2007— 0241R3),  for  related  information. 

Material  Incorporated  by  Reference 

(i)  You  must  use  Pilatus  Aircraft  Ltd. 

Pilatus  PC-6  Service  Bulletin  No.  57-005, 

REV  No.  2,  dated  May  19,  2008;  and  Chapter 
57-00-02  of  Pilatus  Aircraft  Ltd.  Pilatus  PC- 
6  Aircraft  Maintenance  Manual,  dated 
November  30,  2008  (referenced  as  revision  9 
in  EASA  AD  No.:  2007-0241R3),  to  do  the 
actions  required  by  this  AD,  unless  the  AD 
specifies  otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
Pilatus  Aircraft  Ltd.  Pilatus  PC-6  Service 
Bulletin  No.  57-005,  REV  No.  2,  dated  May 
19,  2008,  and  Chapter  57-00-02  of  Pilatus 
Aircraft  Ltd.  Pilatus  PC-6  Aircraft 
Maintenance  Manual,  dated  November  30, 
2008  (referenced  as  revision  9  in  EASA  AD 
No.:  2007— 0241R3),  under  5  U.S.C.  552(a) 
and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Pilatus  Aircraft  Ltd., 
Customer  Liaison  Manager,  CH  6371  STANS, 
Switzerland;  telephone:  +  41  (0)41  619  6580; 
fax:  +  41  (0)41  619  6576;  e-mail: 
fodermatt@pilatus  aircaft.com. 

(3)  You  may  review  copies  of  the  service 
information  incorporated  by  reference  for 
this  AD  at  the  FAA,  Central  Region,  Office  of 
the  Regional  Counsel,  901  Locust,  Kansas 
City,  Missouri  64106.  For  information  on  the 
availability  of  this  material  at  the  Central 
Region,  call  (816)  329-3768. 

(4)  You  may  also  review  copies  of  the 
service  information  incorporated  by  reference 
for  this  AD  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this' 
material  at  NARA,  call  (202)  741-6030,  or  go 
to:  http://www.archives.gov/federal_register/ 
codeofjederal regulations/ 
ibr_lpcations.html. 

Issued  in  Kansas  City,  Missouri,  on  August 
18,  2009. 

Scott  A.  Horn, 

Acting  Manager,  Small  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  E9— 20386  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Department  of  the  Army,  Corps  of 
Engineers 

33  CFR  Part  334 

Disestablishment  of  Restricted  Area 
for  Pascagoula  Naval  Station, 
Pascagoula,  MS 

AGENCY:  U.S.  Acmy  Corps  of  Engineers, 
DoD. 

ACTION:  Direct  final  rule. 

SUMMARY:  The  U.S.  Navy  (USN) 
requested  that  the  U.S.  Army  Corps  of 
Engineers  (Corps)  disestablish  the 
restricted  area  at  the  former  Naval 
Station  Pascagoula  in  Pascagoula, 
Mississippi.  The  restricted  area  was 
established  on  November  9,  1992.  The 
purpose  of  the  restricted  area  was  to 
reduce  safety  hazards  and  security  risks 
and  protect  persons  and  property  from 
dangers  encountered  in  the  area.  As  a 
result  of  the  2005  Base  Realignment  and 
Closure  Act,  the  Naval  Station  was 
closed  on  June  1,  2007,  and  the  property 
transferred  to  the  State  of  Mississippi. 
DATES:  This  rule  is  effective  October  26, 
2009  without  further  notice,  unless  the 
Corps  receives  adverse  comment  by 
September  28,  2009.  If  we  receive  such 
adverse  comment,  we  will  publish  a 
timely  withdrawal  in  the  Federal 
Register  informing  the  public  that  this 
rule  will  not  take  effect. 

ADDRESSES:  You  may  submit  comments, 
identified  by  docket  number  COE- 
2009-0036,  by  any  of  the  following 
methods: 

Federal  eRulemaking  Portal:  http:// 
www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

E-mail: 

david.b.olson@usace.army.mil.  Include 
the  docket  number  COE-2009-0036  in 
the  subject  line  of  the  message. 

Mail:  U.S.  Army  Corps  of  Engineers, 
Attn:  CECW-CO  (David  B.  Olson),  441 
G  Street,  NW.,  Washington,  DC  20314- 
1000. 

Hand  Delivery/Courier:  Due  to 
security  requirements,  we  cannot 
receive  comments  by  hand  delivery  or 
courier. 

Instructions:  Direct  your  comments  to 
docket  number  COE-2009-0036.  All 
comments  received  will  be  included  in 
the  public  docket  without  change  and 
may  be  made  available  on-line  at  http:// 
regulations.gov,  including  any  personal 
information  provided,  unless  the 
commenter  indicates  that  the  comment 
includes  information  claimed  to  be 
Confidential  Business  Information  (CBI) 
or  other  information  whose  disclosure  is 


restricted  by  statute.  Do  not  submit 
information  that  you  consider  to  be  CBI, 
or  otherwise  protected,  through 
regulations.gov  or  e-mail.  The 
regulations.gov  Web  site  is  an 
anonymous  access  system,  which  means 
we  will  not  know  your  identity  or 
contact  information  unless  you  provide 
it  in  the  body  of  your  comment.  If  you 
send  an  e-mail  directly  to  the  Corps 
without  going  through  regulations.gov, 
your  e-mail  address  will  be 
automatically  captured  and  included  as 
part  of  the  comment  that  is  placed  in  the 
public  docket  and  made  available  on  the 
Internet.  If  you  submit  an  electronic 
comment,  we  recommend  that  you 
include  your  name  and  other  contact 
information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  we  cannot  read  your 
comment  because  of  technical 
difficulties  and  cannot  contact  you  for 
clarification,  we  may  not  be  able  to 
consider  your  comment.  Electronic 
comments  should  avoid  the  use  of  any 
special  characters,  any  form  of 
encryption,  and  be  free  of  any  defects  or 
viruses. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received,  go  to 
www.regulations.gov.  All  documents  in 
the  docket  are  listed.  Although  listed  in 
the  index,  some  information  is  not 
publicly  available,  such  as  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
is  not  placed  on  the  Internet  and  will  be 
publicly  available  only  in  hard  copy 
form. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr, 

David  Olson,  Headquarters,  Operations 
and  Regulatory  Community  of  Practice, 
Washington,  DC  at  202-761-4922  or  Mr. 
John  B.  McFadyen,  U.S.  Army  Corps  of 
Engineers,  Mobile  District,  at  251-690- 
3222. 

SUPPLEMENTARY  INFORMATION:  By  letter 
dated  June  25,  2009,  the  Director,  USN 
Base  Realignment  and  Closure  Program 
Management  Office  Southeast  requested 
the  removal  of  the  restricted  area  at  USN 
Station  Pascagoula.  The  request  was 
made  because  the  2005  Base 
Realignment  and  Closure  Act  closed  the 
installation  and  subsequently 
transferred  the  property  to  the  State  of 
Mississippi  on  June  1,  2007.  In  response 
to  this  request  by  the  USN,  and 
pursuant  to  its  authorities  in  Section  7 
of  the  Rivers  and  Harbors  Act  of  1917 
(40  Stat  266;  33  U.S.C.  1)  and  Chapter 
XIX  of  the  Army  Appropriations  Act  of 
1919  (40  Stat  892;  33  U.S.C.  3),  the 
Corps  is  amending  the  regulations  in  33 


CFR  part  334  by  disestablishing  the 
restricted  area. 

The  Corps  is  publishing  this  rule 
without  prior  proposal  because  we  view 
this  as  a  non-controversial  amendment 
and  anticipate  no  adverse  comment..  The 
Corps  regulations  governing  restricted 
areas  state  that  notice  of  proposed 
rulemaking  and  public  procedures  are 
not  needed  before  publishing  a  final 
rule  revoking  a  restricted  area  regulation 
(see  33  CFR  334.5(b)). 

In  the  “Proposed  Rules”  section  of 
today’s  Federal  Register,  we  are 
publishing  a  separate  document  that 
will  serve  as  the  proposal  to  disestablish 
this  restricted  area  if  adverse  comments 
are  filed.  This  rule  will  be  effective  on 
October  26,  2009  without  further  notice 
unless  we  receive  adverse  comment  by 
September  28,  2009  .  If  we  receive 
adverse  comment,  we  will  publish  a 
timely  withdrawal  in  the  Federal 
Register  informing  the  public  that  the 
direct  final  rule  will  not  take  effect.  We 
will  address  all  public  comments  in  a 
subsequent  final  rule  based  on  the 
proposed  rule.  We  will  not  institute  a 
second  comment  period  on  this  action. 
Any  parties  interested  in  commenting 
must  do  so  at  this  time. 

Procedural  Requirements 

a.  Review  Under  Executive  Order 
12866.  This  rule  is  issued  with  respect 
to  a  military  function  of  the  Defense 
Department  and  the  provisions  of 
Executive  Order  12866  do  not  apply. 

b.  Review  Under  the  Regulatory 
Flexibility  Act.  This  rule  has  been 
reviewed  under  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354)  which 
requires  the  preparation  of  a  regulatory 
flexibility  analysis  for  any  regulation 
that  will  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities  (i.e.,  small  businesses  and  small 
governments).  The  Corps  has 
determined  that  the  removal  of  this 
restricted  area  and  the  addition  of  the 
new  restricted  area  would  have 
practically  no  economic  impact  on  the 
public,  or  result  in  no  anticipated 
navigational  hazard  or  interference  with 
existing  waterway  traffic.  This  will  have 
no  significant  economic  impact  on  small 
entities. 

c.  Review  Under  the  National 
Environmental  Policy  Act.  The  Corps 
expects  that  the  final  rule  will  not  have 
a  significant  impact  to  the  quality  of  the 
human  environment  and,  therefore, 
preparation  of  an  environmental  impact 
statement  will  not  be  required.  An 
environmental  assessment  has  been 
prepared  and  it  may  be  reviewed  at  the 
District  office  listed  at  the  end  of  the 
FOR  FURTHER  INFORMATION  CONTACT, 
above.  If  we  receive  adverse  comment, 
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an  environmental  assessment  will  be 
prepared  for  the  subsequent  final  rule. 

d.  Unfunded  Mandates  Act .  The  final 
rule  does  not  impose  an  enforceable 
duty  among  the  private  sector  and, 
therefore,  are  not  a  Federal  private 
sector  mandate  and  are  not  subject  to 
the  requirements  of  Section  202  or  205 
of  the  Unfunded  Mandates  Reform  Act 
(Pub.  L.  104—4,  109  Stat.  48,  2  U.S.C. 
1501  et  seq.).  We  have  also  found  under 
Section  203  of  the  Act,  that  small 
governments  will  not  be  significantly  or 
uniquely  affected  by  this  rulemaking. 

List  of  Subjects  in  33  CFR  Part  334 

Danger  zones,  Navigation  (water), 
Restricted  areas,  Waterways. 

■  For  the  reasons  set  out  in  the 
preamble,  the  Corps  amends  33  CFR 
part  334  as  follows: 

PART  334— DANGER  ZONE  AND 
RESTRICTED  AREA  REGULATIONS 

■  1.  The  authority  citation  for  33  CFR 
part  334  continues  to  read  as  follows: 

Authority:  40  Stat.  266  (33  U.S.C.  1)  and 
40  Stat.  892  (33  U.S.C.  3). 

§  334.786  [Removed] 

■  2.  Remove  §  334.786. 

Dated:  August  14,  2009. 

Michael  G.  Ensch, 

Chief,  Operations,  Directorate  of  Civil  Works. 
[FR  Doc.  E 9-20295  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Motor  Carrier  Safety 
Administration 

49  CFR  Part  390 

Regulatory  Guidance  Concerning 
Applicability  of  the  Federal  Motor 
Carrier  Safety  Regulations  to  Mobile 
Cranes  Operated  in  Interstate 
Commerce 

AGENCY:  Federal  Motor  Carrier  Safety 
Administration  (FMCSA),  DOT. 

ACTION:  Notice  of  regulatory  guidance. 

SUMMARY:  The  FMCSA  announces  a 
revision  of  the  regulatory  guidance 
concerning  the  applicability  of  the 
Federal  Motor  Carrier  Safety 
Regulations  (FMCSRs)  to  mobile  cranes 
operated  in  interstate  commerce.  The 
regulatory  guidance  is  presented  in  a 
question-and-answer  format.  The 
guidance  is  generally  applicable  to 
drivers,  commercial  motor  vehicles 
(CMVs),  and  motor  carrier  operations 
subject  to  the  FMCSRs.  All  prior 
interpretations  and  regulatory  guidance 


concerning  the  applicability  of  the 
FMCSRs  to  operations  of  mobile  cranes 
in  interstate  commerce  issued  in  the 
Federal  Register,  as  well  as  memoranda 
and  letters,  may  no  longer  be  relied 
upon  as  authoritative  if  they  are 
inconsistent  with  the  guidance 
published  today.  This  guidance  will 
provide  the  motor  carrier  industry  and 
Federal,  State,  and  local  law 
enforcement  officials  with  uniform 
information  for  assessing  the 
applicability  of  the  FMCSRs  to  the 
operations  of  mobile  cranes. 

DATES:  Effective  Date:  This  regulatory 
guidance  is  effective  on  August  27, 

2009. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Deborah  M.  Freund,  Vehicle  and 
Roadside  Operations  Division,  Office  of 
Bus  and  Truck  Standards  and 
Operations,  (202)  366-5370,  Federal 
Motor  Carrier  Safety  Administration, 
1200  New  Jersey  Ave.,  SE.,  Washington, 
DC  20590-0001. 

SUPPLEMENTARY  INFORMATION: 

Legal  Basis 

The  Motor  Carrier  Safety  Act  of  1984 
(Pub.  L.  98-554,  Title  II,  98  Stat.  2832, 
October  30, 1984)  (the  1984  Act) 
provides  authority  to  regulate  drivers, 
motor  carriers,  and  vehicle  equipment. 

It  requires  the  Secretary  to  prescribe 
regulations  on  CMV  safety.  The 
regulations  shall  prescribe  minimum 
safety  standards  for  CMVs.  At  a 
minimum,  the  regulations  shall  ensure 
that — (1)  CMVs  are  maintained, 
equipped,  loaded,  and  operated  safely; 

(2)  the  responsibilities  imposed  on 
operators  of  CMV’s  do  not  impair  their 
ability  to  operate  the  vehicles  safely;  (3) . 
the  physical  condition  of  operators  of 
CMV  is  adequate  to  enable  them  to 
operate  the  vehicles  safely;  and  (4)  the 
operation  of  CMVs  does  not  have  a 
deleterious  effect  on  the  physical 
condition  of  the  operators.  (49  U.S.C. 
31136(a))  Section  211  of  the  1984  Act 
also  grants  the  Secretary  broad  power, 
in  carrying  out  motor  carrier  safety 
statutes  and  regulations,  to  “prescribe 
recordkeeping  and  reporting 
requirements”  and  to  “perform  other 
acts  the  Secretary  considers 
appropriate.”  (49  U.S.C.  31133(a)(8)  and 
(10)) 

The  Administrator  of  FMCSA  has 
been  delegated  authority  under  49  CFR 
1.73(g)  to  carry  out  the  functions  vested 
in  the  Secretary  of  Transportation  by  49 
U.S.C.  chapter  311,  subchapters  I  and 
III,  relating  to  commercial  motor  vehicle 
programs  and  safety  regulation. 

Tnis  document  provides  regulatory 
guidance  to  the  public  with  respect  to 
the  applicability  of  the  Federal  Motor 


Carrier  Safety  Regulations  (FMCSRs)  to 
the  operations  of  mobile  cranes  in 
interstate  commerce. 

Members  of  the  motor  carrier  industry 
and  other  interested  parties  may  also 
access  the  guidance  in  this  document 
through  the  FMCSA’s  Internet  site  at 
http://www.fmcsa.dot.gov. 

Specific  questions  addressing  any  of 
the  interpretive  material  published  in 
this  document  should  be  directed  to  the 
contact  person  listed  earlier  under  FOR 
FURTHER  INFORMATION  CONTACT,  or  the 
FMCSA  Division  Office  in  each  State. 

Basis  for  the  Notice 

The  CMVs  are  defined  in  49  CFR 
390.5  as  any  self-propelled  or  towed 
motor  vehicle  used  on  a  highway  in 
interstate  commerce  to  transport 
passengers  or  property  when  the 
vehicle — 

(1)  Has  a  gross  vehicle  weight  rating 
or  gross  combination  weight  rating,  or 
gross  vehicle  weight  or  gross 
combination  weight,  of  4,536  kg  (10,001 
pounds)  or  more,  whichever  is  greater; 
or 

(2)  Is  designed  or  used  to  transport 
more  than  8  passengers  (including  the 
driver)  for  compensation;  or 

(3)  Is  designed  or  used  to  transport 
more  than  15  passengers,  including  the 
driver,  and  is  not  used  to  transport 
passengers  for  compensation;  or 

(4)  Is  used  in  transporting  material 
found  by  the  Secretary  of  Transportation 
to  be  hazardous  under  49  U.S.C.  5103 
and  transported  in  a  quantity  requiring 
placarding  under  regulations  prescribed 
by  the  Secretary  under  49  CFR,  subtitle 
B,  chapter  I,  subchapter  C. 

Paragraph  (1)  of  the  definition  applies 
to  the  vehicles  that  are  the  subject  of 
this  notice. 

Question  9  under  49  CFR  390.5  of  the 
existing  regulatory  guidance  concerns 
the  applicability  of  the  FMCSRs  to 
mobile  cranes.  The  current  guidance 
was  published  in  the  November  17, 

1993  Federal  Register  (58  FR  60734) 
and  again  in  the  April  4,  1997  Federal 
Register  (62  FR  16370).  It  reads  as 
follows: 

Question  9:  Are  mobile  cranes 
operating  in  interstate  commerce  subject 
to  the  FMCSRs? 

Guidance:  Yes,  the  definition  of  CMV 
encompasses  mobile  cranes. 

In  a  September  21,  2000,  decision 
concerning  a  civil  penalty  enforcement 
case  entitled  In  the  Matter  of  Williams 
Equipment  Corporation  (Docket  No. 
FHWA-1 997-2433),  the  Acting  Chief 
Safety  Officer  (CSO)  of  FMCSA  found 
this  regulatory  guidance 
“unpersuasive.”  The  Acting  CSO  cited 
Christensen  v.  Harris  County,  120  S.Ct. 
1655,  1657  (2000): 
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Interpretations  such  as  those  in  opinion 
letters — like  interpretations  contained  in 
policy  statements,  agency  manuals,  and 
enforcement  guidelines,  all  of  which  lack  the 
force  of  law — do  not  warrant  Chevron-style 
deference.  They  are  ‘entitled  to  respect,’  but 
only  to  the  extent  that  they  are  persuasive 
[citation  omitted],  which  is  not  the  case  here. 
[Emphasis  supplied  in  Williams  Equipment 
omitted.]  * 

Although  the  Acting  CSO  assigned 
Williams  Equipment  for  hearing,  the 
matter  was  settled  without  a  decision  on 
its  merits. 

On  June  1,  2006,  the  Kansas 
Corporation  Commission  (KCC)  issued 
an  Order  Addressing  Jurisdiction  to 
Midwest  Crane  and  Rigging.  The  KCC 
found  that  Midwest  Crane  and  Rigging 
is  a  “motor  carrier”  as  defined  in  Kansas 
statutes  and  is  subject  to  Kansas  safety 
regulations.  Therefore,  the  KCC  had 
jurisdiction  over  Midwest  Crane.  In 
arriving  at  that  conclusion  the  KCC  first 
determined  that  the  self-propelled 
cranes  were  motor  vehicles  under 
Kansas  statute.  Midwest  Crane 
petitioned  for  reconsideration  before  the 
KCC,  but,  on  July  17,  2006,  the  KCC 
issued  an  Order  on  Reconsideration  that 
left  in  place  its  findings.  Midwest  Crane 
then  appealed  to  the  Kansas  courts.  On 
July  3,  2007,  the  District  Court  of 
Shawnee  County,  Kansas,  Division 
Seven,  vacated  the  KCC’s  Order 
Addressing  Jurisdiction  and  remanded 
the  case  to  the  KCC  to  reopen  the 
hearing  to  attempt  to  develop  facts  for 
the  record.  The  District  Court  stated, 

No  statute  of  regulation  was  provided  to 
explain  the  rationale  of  classifying  of  self- 
propelled  cranes  as  motor  carriers.  Instead 
the  [Commission]  relies  upon  a  "guidance 
answer”  posted  on  the  [FMCSA]  website, 
without  providing  a  basis  or  qualification  for 
such  classification.  The  qualifications  and 
rationales  for  the  “guidance  answer”  are 
similarly  unknown.  (Midwest  Crane  and 
Rigging  v.  Kansas  Corporation  Commission, 
Case  No.  06-C-1213,  Memorandum  Opinion 
and  Entry  of  Judgment,  July  3,  2007,  at  11.) 

In  its  response  to  a  June  5,  2007, 
Notice  of  Claim  issued  by  the  Kansas 
Division  Administrator  of  the  FMCSA, 
Midwest  Crane  continued  to  contend  it 
was  not  a  private  motor  carrier  subject 
to  FMCSA’s  jurisdiction.  The  firm 
reasoned  that  a  mobile  crane  is  a  unified 
device  that  includes  a  transporting 
mechanism,  that  the  crane  and  its 
transporting  mechanism  operate  as  in 
integrated  units,  and  that  there  is  no 
vehicle  that  exists  separately  from  the 
crane. 

On  August  1,  2008,  the  Field 
Administrator  for  the  FMCSA 
Midwestern  Service  Center  filed  a 
Motion  for  Final  Order.  Midwest  Crane 
answered  the  Motion  on  September  15, 


2008,  continuing  to  assert  that  a  crane 
is  a  unified  device  and  not  a  commercial 
motor  vehicle.  The  matter  was  then 
referred  to  the  FMCSA  CSO  who  issued 
Decision  FMCSA-2007-29184  on  March 
30,  2009. 

In  the  Decision,  the  CSO  noted  that 
the  Agency  had  not  responded  to  the 
former  Acting  CSO’s  concerns  in  2000, 
so  the  matter  of  FMCSA’s  jurisdiction 
over  operators  of  self-propelled  cranes 
previously  was  not  clear.  For  that 
reason,  no  civil  penalty  was  imposed  on 
Midwest  Crane.  However,  the  Agency  - 
noted  that  Federal  case  law  provides  a 
straightforward  precedent  for  the 
regulatory  guidance.  In  Harshman  v. 

Well  Service,  Inc.,  (248  F.Supp.  953,  958 
(D.C.  Pa,  1964),  affd  per  curiam,  355 
F.2d  206  (3rd  Cir.  1965),  the  United 
States  District  Court  for  the  Western 
District  of  Pennsylvania  found  that 
firms  operating  cement  pump  trucks, 
which,  like  cranes,  contained 
equipment  permanently  mounted  upon 
specially  constructed  vehicles,  to  be 
private  carriers  of  property.  The  Court 
noted  that: 

It  is  fair  to  say  that  whenever  those  pump 
trucks  moved  in  interstate  commerce  *  *  * 
the  prime  purpose  *  *  *  of  such  movement 
was  to  transport  the  pumping  equipment 
*  *  *  to  and  from  a  job  site.  Plaintiffs 
contend  that  there  is  no  such  ‘property’ 
transported  by  the  trucks,  since,  by  their 
view,  the  pumping  equipment  has  to  be 
viewed  as  ‘unitized’  in  the  truck  itself.  This 
view  I  regard  as  highly  unrealistic.  The 
pumping  equipment  has  nothing  to  do  with 
the  mechanical  function  of  the  trucks.  Had  it 
not  been  permanently  affixed  to  the  truck 
chassis,  it  is  scarcely  imaginable  that 
plaintiffs  would  contest  its  classification  in 
the  category  of  ‘property’  for  transportation. 

It  was  permanently  affixed,  however,  thereby 
enhancing  the  comparative  safety  with  which 
it  could  be  transported  on  .the  public 
highways.  It  would  be  ironic  in  the  extreme 
if  I  were  to  interpret  this  laudable  safety 
measure  as  removing  the  defendant  from  the 
ambit  of  the  Interstate  Commerce 
Commission’s  power  to  regulate  the  safety  of 
operations  of  carriers  in  interstate  commerce. 
The  pumping  equipment  *  *  *  carried  on 
the  pump  trucks  did  constitute  ‘property’, 
was  owned  by  the  defendant,  and  was 
transported  in  interstate  commerce  in 
furtherance  of  defendant’s  commercial 
enterprise. 

The  CSO  noted  that  similarly,  with 
respect  to  Midwest  Crane,  the  primary 
purpose  of  the  movement  of  the  vehicles 
in  interstate  commerce  is  to  transport 
the  crane  apparatus,  which  was 
permanently  affixed  to  the  vehicles,  to 
and  from  job  sites  to  perform  a 
commercial  service.  Enhancing  the 
safety  with  which  this  equipment  may 
be  transported  should  not  remove  the 
motor  carrier  from  the  jurisdiction  of  the 
Agency  charged  .with  regulating  the 


safety  of  CMVs.  The  mobile  cranes  of 
concern  have  gross  vehicle  weight 
ratings  of  from  56,000  pounds  to 
129,000  pounds,  far  more  than  the 
minimum  26,001  pounds  required  to 
meet  the  definition  of  a  CMV  for 
purposes  of  the  alcohol-  and  drug- 
testing  requirements,  or  the  minimum 
10,001  pounds  required  to  meet  the 
definition  of  a  CMV  with  regard  to  other 
FMCSR  requirements. 

The  CSO  stated  that  clearly,  self- 
propelled  cranes  should  not  be  removed 
from  the  Agency’s  jurisdiction  merely 
because  the  cranes  are  permanently 
affixed  to  the  Vehicles  on  which  they 
reside.  To  allow  these  vehicles  to 
remain  outside  the  reach  of  the  safety 
arm  of  this  Agency  would  put  the 
motoring  public  at  great  risk. 
Accordingly,  self-propelled  cranes  are 
commercial  motor  vehicles  and  the 
motor  carriers  that  operate  them  are 
private  motor  carriers  subject  to 
FMCSA’s  jurisdiction. 

For  the  reasons  presented  above, 
FMCSA  revises  the  Question  9  of  the 
Regulatory  Guidance  to  Section  390.5  of 
the  FMCSRs,  published  online  at 
http://www.fmcsa.dot.gov/rules- 
regulations/administration/fmcsr/ 
fmcsrruletext.asp? 
ch  u  nkKey=0901 633480023260. 

Regulatory  Guidance 

PART  390— FEDERAL  MOTOR 
CARRIER  SAFETY  REGULATIONS; 
GENERAL 

Sections  Interpreted 

Section  390.5  Definitions 

Replace  Question  9  to  read  as  follows: 

Question  9:  Are  mobile  cranes 
operating  in  interstate  commerce 
considered  CMVs,  and  are  they  subject 
to  the  FMCSRs? 

Guidance:  The  definition  of  CMV 
encompasses  mobile  cranes.  Unlike  the 
off-road  motorized  construction 
equipment  discussed  in  guidance 
Questions  7  and  8  above,  mobile  cranes 
are  readily  capable  of  traveling  at 
highway  speeds,  over  extended 
distances,  and  in  the  mixed  traffic  of 
public  highways.  Although  the 
functions  a  crane  performs  are  distinct 
from  the  transportation  provided  by  a 
truck,  the  ready  mobility  of  the  crane 
depends  on  its  permanent  integration 
with  a  truck  chassis.  The  truck  chassis 
is  equipped  with  wheels,  tires,  brakes, 
a  suspension  system,  and  other 
components.  The  mobile  crane  itself, 
like  an  empty  CMV  (see  Guidance 
Question  6),  is  considered  property. 
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Issued  on:  August  19,  2009. 

Rose  A.  McMurray, 

Acting  Deputy  Administrator. 

[FR  Doc.  E9-20618  Filed  8-26-09;  8:45  am] 


BILLING  CODE  P 


Proposed  Rules 


Federal  Register 

Vol.  74,  No.  165 
Thursday,  August  27,  2009 


43643 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 

Animal  and  Plant  Health  Inspection 
Service 

7  CFR  Part  301 

[Docket  No.  APHIS-2009-0016] 

RIN  0579-AD01 

Wood  Packaging  Material  Used  in 
Domestic  Commerce 

AGENCY:  Animal  and  Plant  Health 
Inspection  Service,  USDA. 

ACTION:  Advance  notice  of  proposed 
rulemaking  and  request  for  comments: 
notice  of  intent  to  prepare  an 
environmental  impact  statement. 

SUMMARY:  We  are  soliciting  public 
comment  on  regulatory  options  that 
could  be  applied  to  wood  packaging 
material  (e.g.,  crates,  dunnage,  wooden 
spools,  pallets,  packing  blocks)  used  in 
domestic  commerce  to  decrease  the  risk 
of  the  artificial  spread  of  plant  pests 
such  as  the  emerald  ash  borer  and  the 
Asian  longhomed  beetle.  These  and 
other  plant  pests  that  could  be 
transported  interstate  by  wood 
packaging  material  pose  a  serious  threat 
to  U.S.  agriculture  and  to  natural, 
cultivated,  and  urban  forests.  We  are 
also  announcing  our  intent  to  prepare 
an  environmental  impact  statement  on 
various  potential  pest  mitigation 
measures  and  opening  a  public  scoping 
period  for  this  document. 

DATES:  We  will  consider  all  comments 
that  we  receive  on  or  before  October  26, 
2009. 

ADDRESSES:  You  may  submit  comments 
by  either  of  the  following  methods: 

•  Federal  eRulemaking  Portal:  Go  to 
h  ttp :// www. regulations.gov/fdmspublic/ 
component/ 

main?main=DocketDetail&‘d=APHIS- 
2009-001 6  to  submit  or  view  comments 
and  to  view  supporting  and  related 
materials  available  electronically. 

•  Postal  Mail/Commercial  Delivery: 
Please  send  two  copies  of  your  comment 
to  Docket  No.  APHIS-2009-0016, 
Regulatory  Analysis  and  Development, 


PPD,  APHIS,  Station  3A-03.8,  4700 
River  Road  Unit  118,  Riverdale,  MD 
20737-1238.  Please  state  that  your 
comment  refers  to  Docket  No.  APHIS- 
2009-0016. 

Reading  Room:  You  may  read  any 
comments  that  we  receive  on  this 
docket  in  our  reading  room.  The  reading 
room  is  located  in  room  1141  of  the 
USDA  South  Building,  14th  Street  and 
Independence  Avenue,  SW., 

Washington,  DC.  Normal  reading  room 
hours  are  8  a.m.  to  4:30  p.m.,  Monday 
through  Friday,  except  holidays.  To  be 
sure  someone  is  there  to  help  you, 
please  call  (202)  690-2817  before 
coming. 

Other  Information:  Additional 
information  about  APHIS  and  its 
programs  is  available  on  the  Internet  at 
h  ttp ://  www.  aphis,  usda  .gov. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Paul  Chaloux,  National  Emerald  Ash 
Borer  Program  Manager,  PPQ,  APHIS, 
4700  River  Road  Unit  137,  Riverdale, 

MD  20737-1236;  (301)  734-0917. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  regulations  in  Subpart — Logs, 
Lumber,  and  Other  Unmanufactured 
Wood  Articles  (7  CFR  319.40-1  though 
319.40-11,  referred  to  below  as  the 
regulations)  restrict  the  importation  of 
many  types  of  wood  articles,  including 
items  such  as  pallets,  crates,  boxes,  and 
pieces  of  wood  used  to  support  and 
brace  cargo.  These  types  of  articles  are 
known  as  wood  packaging  materials 
(WPM).  Introductions  into  the  United 
States  of  exotic  plant  pests  such  as  the 
pine  shoot  beetle  Tomicus  piniperda 
(Scolytidae)  and  the  Asian  longhorned 
beetle  Anaplophora  glabripennis 
(Cerambycidae)  among  others  have  been 
linked  to  the  importation  of  WPM.  Risk 
of  the  artificial  spread  of  plant  pests  has 
also  been  linked  to  the  domestic 
movement  of  WPM  in  and  around 
quarantined  areas. 

The  variety  of  woods  and  lumber 
qualities  used  in  the  construction  of 
WPM  make  it  susceptible  to  infestation 
by  a  wide  range  of  wood  pests  and 
diseases.  WPM  is  frequently  constructed 
from  lower  grade  lumber  derived  from 
an  assortment  of  woods.  Additionally, 
lumber  used -in  WPM  construction  may 
be  fresh  cut  and  may  not  have 
undergone  sufficient  processing  or 
treatment  to  kill  pests.  Furthermore, 
WPM  is  very  often  reused,  recycled,  or 


remanufactured,  and  the  true  origin  of 
any  specific  piece  of  WPM  is  difficult  to 
determine,  which  means  that  its 
phytosanitary  status  cannot  be  fully 
ascertained.  These  facts,  coupled  with 
the  amount  of  WPM  in  circulation, 
create  a  high  level  of  concern  that  WPM 
may  serve  as  a  vehicle  for  human 
assisted  long-distance  movement  of 
various  plant  pests. 

Currently,  the  regulations  in  7  CfR 
part  301  contain  domestic  quarantine 
notices  for  specific  pests  that  identify 
regulated  articles,  quarantined  areas, 
and  conditions  governing  the  interstate 
movement  of  regulated  articles  from 
quarantined  areas.  The  domestic 
quarantines  for  wood  pests,  such  as 
emerald  ash  borer  and  Asian 
longhorned  beetle,  regulate  the 
movement  of  logs,  lujnber,  and  other 
unmanufactured  wood  articles  from 
quarantined  areas  to  non-quarantined 
areas  within  the  United  States. 
Quarantine  requirements  governing 
movement  of  WPM  vary  for  different 
pests.  The  variety  of  requirements 
creates  a  regulatory  framework  that  may 
create  confusion  and  present  challenges 
to  industry  and  stakeholder  compliance. 
As  a  result,  we  are  exploring  the 
development  of  uniform  measures  to 
govern  interstate  movement  of  all  WPM 
in  order  to  provide  greater  ease  of 
.  comprehension  and  compliance.  This 
action  is  supported  by  various  WPM 
industry  groups. 

We  are  publishing  this  advance  notice 
of  proposed  rulemaking  in  order  to  seek 
information  and  develop  regulatory 
options  on  the  general  problem  of  plant 
pests  in  WPM  moved  interstate.  WPM 
accompanies  nearly  all  types  of 
domestically  shipped  commodities, 
from  fruits  and  vegetables  to  machinery 
and  electrical  equipment.  National 
Wooden  Pallet  and  Container 
Association  figures  indicate  that  1.2 
billion  pallets  are  currently  in 
circulation  in  the  United  States,  with  93 
percent  of  all  goods  moving  on  those 
pallets.  We  are  seeking  ways  to 
maximize  our  protection  against  the 
artificial  spread  of  various  plant  pests 
by  WPM  without  placing  unjustified 
strain  on  domestic  commerce  and 
shipping  requirements.  We  are 
requesting  public  comment  on  what 
actions  would  be  most  effective  and 
appropriate  to  reduce  the  risk  of  this 
potential  spread. 
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We  are  specifically  seeking  options 
for  establishing  uniform  requirements 
for  the  domestic  handling  of  WPM, 
alternative  treatments  to  methyl 
bromide  that  could  be  used  to  reduce 
the  risk  of  WPM  contributing  to  the 
artificial  spread  of  various  plant  pests, 
as  well  as  alternative  practices  for 
handling  WPM.  These  measures  would 
be  independent  of  any  specific 
movement  restrictions  and  treatment 
requirements  contained  in  7  CFR  part 
301  for  particular  plant  pests. 

Options  for  Managing  the  Pest  Risks 
Associated  With  WPM 

We  are  specifically  requesting  # 
comment  on  options  for  strengthening 
our  response  to  the  risks  associated  with 
the  restrictions  on  interstate  movement 
of  WPM,  the  potential  impacts  of 
increased  use  of  alternative  packaging 
materials  such  as  plastic  pallets  and/or 
processed  wood,  and  a  number  of 
technical  questions. 

At  this  time,  we  are  considering  the 
feasibility  of  implementing  International 
Plant  Protection  Convention  (IPPC) 
treatment  standards  as  requirements  for 
the  domestic  movement  of  WPM.  In  a 
final  rule  published  in  the  Federal 
Register  on  September  16,  2004  (69  FR 
55719-55733;  Docket  No.  02-032-3),  we 
amended  the  regulations  in  order  to 
update  the  requirements  for  importation 
of  WPM  to  correspond  with  standards 
established  by  the  IPPC  in  International 
Standards  for  Phytosanitary  Measures 
(ISPM)  15,  “Guidelines  for  Regulating 
Wood  Packaging  Material  in 
International  Trade.”  Paragraph  (b)  of 
§  319.40-3  of  the  regulations  lists  the 
IPPC  requirements,  which  include 
either  heat  treatment  or  fumigation  with 
methyl  bromide  and  the  proper  marking 
of  all  treated  materials  with  the 
approved  IPPC  symbol  and  specific 
control  numbers. 

Another  option  for  strengthening 
regulations  concerning  the  domestic 
movement  of  WPM  is  a  practice 
employed  by  a  segment  of  the  pallet 
industry  called  pooling.  Pooled  pallet 
companies  retain  ownership  of 
individual  pallets  through  a  pallet’s 
lifecycle  through  rigorous  inventory 
tracking  and  management,  leasing  these 
pallets  to  companies  engaged  in 
interstate  commodity  movement.  The  ' 
pooled  pallets  are  constructed  from  a 
higher  grade  of  wood  than  traditional 
pallets,  with  strict  specifications 
pertaining  to  such  factors  as  species  of 
tree  and  source  location.  Some  pallets 
are  constructed  out  of  plastics  or  resin, 
which  is  typically  recycled  into  new 
pallets  at  the  end  of  the  first  pallet’s 
lifecycle.  A  third  variety  of  pallet  is 
constructed  of  a  combination  of  wood 


and  plastics.  Combining  IPPC 
treatments  with  pallet  pooling  may 
provide  sufficient  mitigation  of  the  pest 
risk  associated  with  WPM  moving 
domestically  in  the  United  States. 

We  are  also  seeking  ways  to  respond 
to  environmental  concerns  about  the  use 
of  methyl  bromide  fumigation  on 
domestic  wood  products  in  the  long 
term.  Most  fumigations  of  wood 
products  have  historically  involved 
treatments  with  methyl  bromide  due  to 
convenience,  cost,  availability,  ease  of 
handling,  timely  completion  of 
treatment,  and  good  efficacy.  Any 
potential  increase  in  the  use  of  methyl 
bromide  is  of  concern  because  of  the 
associated  risk  of  increased  ozone 
depletion,  which  results  in  increased 
ultraviolet  radiation  at  the  Earth’s 
surface.  We  are  intent  on  minimizing 
the  use  of  methyl  bromide  in  order  to 
protect  the  stratospheric  ozone  layer, 
and  we  are  seeking  options  that  will 
accomplish  this  objective. 

Notice  of  Intent  To  Prepare  an 
Environmental  Impact  Statement 

These  scoping  questions  include 
inquiries  relevant  tp  the  preparation  of 
an  environmental  impact  statement 
(EIS).  The  EIS  will  examine  the  range  of 
potential  effects  that  the  proposed 
applications  could  pose  to  the  human 
environment,  taking  into  account  those 
alternatives  and  issues  presented  in 
response  to  this  advance  notice  of 
proposed  rulemaking. 

We  are  seeking  public  comment  on 
the  options  discussed  in  this  document. 
There  may  also  be  additional 
information  relevant  to  domestic 
production  and  movement  of  WPM  that' 
should  be  considered  during  the 
drafting  of  any  potential  regulation.  In 
particular,  APHIS  would  like  to  improve 
its  understanding  of  the  scientific, 
economic,  and  logistical  aspects  of  the 
domestic  production,  use,  and 
movement  of  WPM  and  the  potential 
protection  that  a  domestic  regulation 
might  provide  for  domestic  forests  and 
natural  resources. 

The  environmental  effects  of  any 
alternatives  selected  will  be  analyzed  in 
full  compliance  with  the  National 
Environmental  Policy  Act  in  the  EIS 
mentioned  above.  Our  goal  is  to 
maximize  protection  of  U.S.  agriculture 
and  forests  against  plant  pests 
associated  with  WPM  without  unduly 
affecting  domestic  trade  or  the 
environment.  We  are  interested  in 
information  on  any  alternatives  that 
would  accomplish  this  goal.  We 
welcome  comments  that  address  the 
economic  impacts  that  the  various 
options  may  have  on  domestic  entities. 


We  are  also  seeking  public  comment 
addressing  the  following  questions, 
which  will  help  us  better  consider  the 
potential  issues  surrounding  the 
proposed  EIS  and  any  possible 
regulations  governing  interstate 
movement  of  WPM  that  would  mitigate 
the  pest  risks  associated  with  these 
articles: 

1 .  Are  there  issues  of  concern  if  we 
were  to  establish  domestic  regulations 
pertaining  to  the  interstate  movement  of 
WPM  that  mirror  the  IPPC  treatment 
standards? 

2.  Other  than  ISPM  15  treatments  as 
required  for  exportation  of  WPM  and 
treatments  authorized  under  specific 
domestic  pest  quarantines,  what 
environmentally  sound  regulatory  or 
nonregulatory  actions  would  maximize 
protection  against  the  spread  of  invasive 
pests  associated  with  WPM  in  a  cost- 
effective  manner? 

3.  Are  data  available  for  treatments, 
other  than  those  currently  authorized 
under  the  regulations,  which  might  be 
used  nationally  to  reduce  the  risk  of 
WPM  introducing  pests  into  new 
habitats? 

4.  Could  the  imposition  of  a 
requirement  that  WPM  moving 
interstate  be  bark-free  reduce  the  need 
for  other"  regulatory  treatment 
requirements? 

5.  What  is  the  magnitude  of  the  pest 
risks  associated  with  WPM  moving 
interstate  and  to  what  extent  would  the 
options  presented  here,  or  other  options, 
reduce  these  risks? 

6.  APHIS  would  like  to  better 
understand  the  potential  economic 
effects  of  requiring  treatment  for 
interstate  movement  of  WPM,  including 
the  following  specific  issues: 

.a.  What  proportion  of  WPM  currently 
used  domestically  is  either  made  with 
heat-treated  (core  temperature  raised  to 
a  prescribed  level  for  a  prescribed 
period  of  time)  or  methyl  bromide 
fumigated  raw  wood  inputs,  or  treated 
using  either  of  these  methods  following 
construction? 

b.  If  heat  treatment  or  methyl  bromide 
fumigation  of  all  WPM  were  required, 
what  proportions  of  WPM  producers 
would  install  new,  additional,  or 
upgraded  heat-treating  or  fumigating 
equipment  at  their  facilities? 

c.  How  do  the  prices  of  treated  wood 
inputs  for  WPM  construction  and  repair 
compare  to  the  prices  of  untreated  wood 
inputs? 

d.  What  are  the  typical  one-time  costs 
associated  with  the  purchase  and 
installation  of  heat  treating  or  methyl 
bromide  fumigation  equipment  for  raw 
wood  inputs  or  finished  WPM,  and 
what  are  the  time  periods  involved  in 
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the  purchase  and  installation  of  the 
treatment  equipment? 

e.  What  are  tne  typical  ongoing 
operating  costs  associated  with  heat 
treatment  or  methyl  bromide  fumigation 
of  wood  inputs  or  constructed  WPM 
(including  labor,  energy,  and  other 
variable  expenses)? 

f.  Information  provided  by  the 
American  Lumber  Standards  Committee 
indicates  that  there  is  significant  unused 
heat  treatment  capacity  across  the 
United  States.  Is  this  capacity 
appropriate  for  both  supplying  treated 
inputs  and  treating  finished  products? 
And  is  this  capacity  suitably  distributed 
regionally  to  adequately  serve  the  WPM 
industry  if  treatment  were  required  for 
all  WPM  moved  interstate? 

7.  What  would  be  the  environmental 
effects  of  requiring  treatment  of  WPM 
moved  interstate,  including  effects  on 
global  climate  change  and  the 
stratospheric  ozone  layer?  What  would 
be  the  environmental  effects  of 
alternative  packaging  materials? 

a.  If  the  WPM  industry  is  given  the 
option  of  heat  treatment  or  methyl 
bromide  fumigation,  what,  if  any, 
change  would  occur  in  carbon  dioxide 
emissions  relative  to  current  global 
emissions,  and  what,  if  any,  changes 
would  occur  in  atmospheric  bromine 
concentrations  relative  to  current  global 
concentrations? 

b.  What  effect  would  changes  in  rates 
of  use  of  the  most  likely  alternative 
packaging  materials  have  on  emissions? 

8.  How  could  APHIS  best  monitor 
compliance  with  treatment 
requirements?  How  can  WPM  be 
identified  as  eligible  for  interstate 
movement  if  treatment  were  to  be 
required?  Should  we  recognize  ISPM  15 
markings  as  one  means  of  identifying 
WPM  as  eligible  for  interstate 
movement? 

9.  Various  parties  are  frequently 
involved  in  the  construction  ahd 
interstate  movement  of  WPM.  Who 
should  be  responsible  for  ensuring  that 
WPM  moving  interstate  meets  any 
requirements  that  might  be  imposed? 

10.  Is  it  feasible  and  cost-effective  for 
the  shipping  industry  to  replace  WPM 
with  processed  wood  packaging 
material  or  other  alternative  packaging 
material? 

a.  What  are  the  most  likely 
substitutes? 

b.  What  portion  of  the  packaging 
material  market  do  alternative  materials 
currently  comprise? 

11.  One  advantage  of  wood  dunnage 
is  its  biodegradable  nature.  What  would 
be  the  environmental  effects,  if  any,  of 
requiring  that  less  biodegradable 
materials  be  substituted  for  wood 
dunnage? 


12.  Concern  has  been  expressed  over 
the  relative  fire  hazards  associated  with 
certain  packaging  materials,  specifically 
plastic.  Is  there  any  specific  information 
about  the  fire  hazard  of  WPM  relative  to 
other  packaging  materials  that  should  be 
considered  in  our  assessment  of 
environmental  and  other  risks? 

13.  If  treatment  of  some  kind  were  to 
be  required  for  all  WPM  moved 
interstate,  would  the  industry  need  a 
phase-in  period  to  allow  time  to  adapt? 

If  so,  how  long  should  this  phase-in 
period  last? 

In  addition  to  the  questions  listed 
above,  we  are  asking  that  the  public 
identify  any  other  issues  that  they 
consider  to  be  appropriate  in  connection 
with  amending  the  regulations 
governing  the  interstate  movement  of 
WPM. 

This  action  has  been  determined  to  be 
not  significant  for  the  purposes  of 
Executive  Order  12866  and,  therefore, 
has  not  been  reviewed  by  the  Office  of 
Management  and  Budget. 

Authority:  7  U.S.C.  7701-7772  and  7781- 
7786;  7  CFR  2.22,  2.80,  and  371.3. 

Done  in  Washington,  DC,. this  24th  day  of 
August  2009. 

Kevin  Shea, 

Acting  Administrator,  Animal  and  Plant 
Health  Inspection  Service. 

[FR  Doc.  E9— 20708  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2009-071 9;  Directorate 
Identifier  2009-NM-078-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Learjet 
Model  45  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  We  propose  to  adopt  a  new 
airworthiness  directive  (AD)  for  certain 
Learjet  Model  45  airplanes.  This 
proposed  AD  would  require  inspecting 
the  baggage  bay  door  fire  barrier  seal  for 
inconel  mesh  in  the  fire  barrier  seal 
material;  for  certain  airplanes, 
inspecting  the  fiberglass  doublers  for 
presence  of  red  Room  Temperature 
Vulcanizing  (RTV)  sealant;  and  doing 
related  investigative  and  corrective 
actions  if  necessary.  This  proposed  AD 
results  from  reports  of  incorrect  external 
baggage  door  seal  material  and  door  seal 


sealant  as  well  as  incorrect  sealant  on 
interior  baggage  panels  used  during 
manufacture  of  the  airplane.  We  are 
proposing  this  AD  to  prevent  the  use  of 
door  seals  and  sealant  that  do  not  meet 
flammability  requirements,  which  could 
result  in  an  uncontrollable  and 
undetected  fire  within  the  baggage 
compartment. 

DATES:  We  must  receive  comments  on 
this  proposed  AD  by  October  13,  2009. 
ADDRESSES:  You  may  send  comments  by 
any  of  the  following  methods: 

•  Federal  eRulemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Fax:  202-493-2251. 

•  Mail:  U.S.  Department  of 
Transportation,  Docket  Operations,  M- 
30,  West  Building  Ground  Floor,  Room 
W12-140, 1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation,  Docket  Operations,  M- 
30,  West  Building  Ground  Floor,  Room 
W12-140, 1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

For  service  information  identified  in 
this  proposed  AD,  contact  Learjet,  Inc., 
One  Learjet  Way,  Wichita,  Kansas 
67209-2942;  telephone  316-946-2000; 
fax  316-946-2220;  e-mail 
ac.ict@aero.bombardier.com;  Internet 
http://www.bombardier.com.  You  may 
review  copies  of  the  referenced  service 
information  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington.  For 
information  on  the  availability  of  this 
material  at  the  FAA,  call  425-227-1221 
or  425-227-1152. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  proposed  AD,  the 
regulatory  evaluation,  any  comments 
received,  and  other  information.  The 
street  address  for  the  Docket  Office 
(telephone  800-647-5527)  is  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

FOR  FURTHER  INFORMATION  CONTACT: 

William  Griffith,  Aerospace  Engineer, 
Airframe  Branch,  ACE-118W,  FAA, 
Wichita  Aircraft  Certification  Office, 
1801  Airport  Road,  Room  100,  Mid- 
Continent  Airport,  Wichita,  Kansas 
67209;  telephone  (316)  946-^116;  fax 
(316)  946-4107. 

SUPPLEMENTARY  INFORMATION: 
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Comments  Invited 

We  invite  you  to  send  any  written 
relevant  data,  views,  or  arguments  about 
this  proposed  AD.  Send  your  comments 
to  an  address  listed  under  the 
ADDRESSES  section.  Include  “Docket  No. 
FAA-2009-0719;  Directorate  Identifier 
2009-NM-078-AD”  at  the  beginning  of 
your  comments.  We  specifically  invite 
comments  on  the  overall  regulatory, 
economic,  environmental,  and  energy 
aspects  of  this  proposed  AD.  We  will 
consider  all  comments  received  by  the 
closing  date  and  may  amend  this 
proposed  AD  because  of  those 
comments. 


We  will  post  all  comments  we 
receive,  without  change,  to  http:// 
www.regulations.gov,  including  any 
personal  information  you  provide.  We 
will  also  post  a  report  summarizing  each 
substantive  verbal  contact  we  receive 
about  this  proposed  AD. 

Discussion 

We  propose  to  adopt  a  new 
airworthiness  directive  (AD)  for  certain 
Learjet  Model  45  airplanes.  This 
proposed  AD  results  from  reports  of 
incorrect  external  baggage  door  seal 
material  and  door  seal  sealant  as  well  as 
incorrect  sealant  on  interior  baggage 

Service  Bulletins 


panels  used  during  manufacture  of  the 
airplane.  If  a  fire  or  heat  source 
deteriorates  the  non-conforming  door 
seal,  the  flow  characteristics  of  this 
compartment  will  no  longer  be 
maintained,  and  the  fire  threat  could 
potentially  spread  to  the  interior 
baggage  panels.  This  condition,  if  not 
corrected,  could  result  in  uncontrollable 
and  undetected  fire  within  the  baggage 
compartment. 

Relevant  Service  Information 

We  have  reviewed  the  service 
bulletins  listed  in  the  following  table. 


Bombardier  Service  Bulletin  40-52-07 
Bombardier  Service  Bulletin  45-52-16 
Bombardier  Service  Bulletin  40-25-1 1 
Bombardier  Service  Bulletin  45-25-  21 


Service  bulletin 


July  21, 2008. 

July  21,  2008. 
January  19,  2009. 
January  19,  2009. 


Bombardier  Service  Bulletins  40-52- 
07  and  45-52-16,  both  Revision  1,  both 
dated  July  21,  2008,  describe  procedures 
for  inspecting  for  the  presence  of 
inconel  mesh  in  the  baggage  bay  door 
fire  barrier  seal  material,  and  doing 
related  investigative  and  corrective 
actions  as  applicable.  The  corrective 
actions  include  replacing  the  fire  barrier 
seal  if  inconel  mesh  is  not  present  in  the 
baggage  bay  door  fire  barrier  seal.  The 
related  investigative  action  is  inspecting 
for  the  presence  of  dark  gray  firewall 
sealant  used  to  attach  the  fire  barrier 
seal  to  the  baggage  bay  door  if  inconel 
mesh  is  present  in  the  fire  barrier  seal, 
and  for  airplanes  on  which  there  is  no 


dark  grey  firewall  sealant,  the  corrective 
action  is  replacing  the  fire  barrier  seal. 

Bombardier  Service  Bulletins  40-25- 
11  and  45-25-21,  both  Revision  1,  both 
dated  January  19,  2009,  describe 
procedures  for  inspecting  the  outer 
surfaces  of  the  fiberglass  doublers  for 
presence  of  red  Room  Temperature 
Vulcanizing  (RTV)  sealant.  For  airplanes 
on  which  there  is  any  red  RTV  sealant 
found,  these  service  bulletins  describe 
procedures  for  replacing  the  sealant 
with  a  primerless  sealant. 

FAA’s  Determination  and  Requirements 
of  This  Proposed  AD 

We  are  proposing  this  AD  because  we 
evaluated  all  relevant  information  and 

Estimated  Costs 


determined  the  unsafe  condition 
described  previously  is  likely  to  exist  or 
develop  in  other  products  of  the  same 
type  design.  This  proposed  AD  would 
require  accomplishing  the  actions 
specified  in  the  service  information 
described  previously. 

Costs  of  Compliance 

We  estimate  that  this  proposed  AD 
would  affect  256  airplanes  of  U.S. 
registry.  The  following  table  provides 
the  estimated  costs  for  U.S.  operators  to 
comply  with  this  proposed  AD. 


Action 

Work  hours 

Average 
labor  rate 
per  hour 

Cost  per 
product 

Number  of  U.S.- 
registered 
airplanes 

Fleet  cost 

Inspection  and  modification  of  red  RTV  sealant  . 

Inspection  and  modification  of  fire  barrier  seal  . 

10 

6 

$80 

•80 

$800 

480 

Up  to  256  . 

Up  to  256  . 

Up  to  $204,800. 
Up  to  $122,880. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 


section,  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 


Regulatory  Findings 

We  determined  that  this  proposed  AD 
would  not  have  federalism  implications 
under  Executive  Order  13132.  This 
proposed  AD  would  not  have  a 
substantial  direct  effect  on  the  States,  on 
the  relationship  between  the  national 
Government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  proposed  regulation: 
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1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866, 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979),  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory  • 
Flexibility  Act. 

You  can  find  our  regulatory 
evaluation  and  the  estimated  costs  of 
compliance  in  the  AD  Docket. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety,  Incorporation  by  reference, 

Safety. 

The  Proposed  Amendment 

Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  proposes  to  amend  14  CFR  part 
39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

Learjet:  Docket  No.  FAA-2009-0719; 

Directorate  Identifier  2009-NM-078-AD. 

Comments  Due  Date 

(a)  We  must  receive  comments  by  October 
13, 2009. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Learjet  Model  45 
airplanes,  certificated  in  any  category,  serial 
numbers  45-005  through  45-321  inclusive, 
45-323  through  45-332  inclusive,  and  45- 
2001  through  45-2075  inclusive. 

Subject 

(d)  Air  Transport  Association  (AT A)  of 
America  Code  52:  Doors,  and  ATA  Code  25: 
Equipment/Furnishings. 

Unsafe  Condition 

(e)  This  AD  results  from  reports  of 
incorrect  external  baggage  door  seal  material 
and  door  seal  sealant,  as  well  as  incorrect 
sealant  on  interior  baggage  panels  used 
during  manufacture  of  the  airplane.  The 
Federal  Aviation  Administration  is  issuing 
this  AD  to  prevent  the  use  of  door  seals  and 
sealant  that  do  not  meet  flammability 
requirements,  which  could  result  in  an 
uncontrollable  and  undetected  fire  within  the 
baggage  compartment. 

Compliance 

(f)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 


the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Inspection  of  Red  Room  Temperature 
Vulcanizing  (STV)  Sealant  in  Aft  Baggage 
Bay 

(g)  For  airplanes  having  serial  numbers  45- 
005  through  45-314  inclusive  and  45-2001 
through  45-2065  inclusive  Within  300  flight 
hours  after  the  effective  date  of  this  AD,  do 

a  general  visual  inspection  of  the  outer 
surfaces  of  the  fiberglass  doublers  for  the 
presence  of  red  RTV  sealant,  in  accordance 
with  the  Accomplishment  Instructions  in 
Bombardier  Service  Bulletin  45-25-21, 
Revision  1,  dated  January  19,  2009;  or  40-25- 
11,  Revision  1,  dated  January  19,  2009;  as 
applicable.  If  any  red  RTV  sealant  is  found, 
before  further  flight,  replace  the  sealant  in 
accordance  with  the  Accomplishment 
Instructions  in  Bombardier  Service  Bulletin 
45-25—21,  Revision  1,  dated  January  19, 

2009;  or  40-25-11,  Revision  1,  dated  January 
19,  2009;  as  applicable. 

Note  1:  For  the  purposes  of  this  AD,  a 
general  visual  inspection  is:  “A  visual 
examination  of  an  interior  or  exterior  area, 
installation,  or  assembly  to  detect  obvious 
damage,  failure,  or  irregularity.  This  level  of 
inspection  is  made  from  within  touching 
distance  unless  otherwise  specified.  A  mirror 
may  be  necessary  to  ensure  visual  access  to 
all  surfaces  in  the  inspection  area.  This  level 
of  inspection  is  made  under  normally 
available  lighting  conditions  such  as 
daylight,  hangar  lighting,  flashlight,  or 
droplight  and  may  require  removal  or 
opening  of  access  panels  or  doors.  Stands, 
ladders,  or  platforms  may  be  required  to  gain 
proximity  to  the  area  being  checked.” 

Inspection  of  Baggage  Bay  Door  Fire  Barrier 
Seal 

(h)  For  all  airplanes:  Within  300  flight 
hours  after  the  effective  date  of  this  AD,  do 

a  general  visual  inspection  of  the  baggage  bay 
door  fire  barrier  seal  for  the  presence  of  metal 
inconel  mesh  in  the  material,  and  do  all 
applicable  related  investigative  and 
corrective  actions,  in  accordance  with  the 
Accomplishment  Instructions  in  Bombardier 
Service  Bulletin  45-52-16,  Revision  1,  dated 
July  21,  2008;  or  40-52-07,  Revision  1,  dated 
July  21,  2008;  as  applicable.  Do  all  applicable 
related  investigative  and  corrective  actions 
before  further  flight  in  accordance  with  the 
Accomplishment  Instructions  in  Bombardier 
Service  Bulletin  45-52-16,  Revision  1.  dated 
July  21,  2008;  or  40-52-07,  Revision  1,  dated 
July  21,  2008;  as  applicable. 

Alternative  Methods  of  Compliance 
(AMOCs) 

(i) (l)  The  Manager,  Wichita  Aircraft 
Certification  Office  (ACO),  FAA,  has  the 
authority  to  approve  AMOCs  for  this  AD,  if 
requested  using  the  procedures  found  in  14 
CFR  39.19.  Send  information  to  ATTN: 
William  Griffith,  Aerospace  Engineer, 
Airframe  Branch,  ACE-1 18W,  FAA,  Wichita 
ACO,  1801  Airport  Road,  Room  100,  Mid- 
Continent  Airport,  Wichita,  Kansas  67209; 
telephone  (316)  946-4116;  fax  (316)  946- 
4107. 

(2)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 


for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  principal  maintenance  inspector 
(PMI)  or  principal  avionics  inspector  (PAI), 
as  appropriate,  or  lacking  a  principal 
inspector,  your  local  Flight  Standards  District 
Office.  The  AMOC  approval  letter  must 
specifically  reference  this  AD. 

Issued  in  Renton,  Washington,  on  August 
18,  2009. 

Stephen  P.  Boyd, 

Acting  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

[FR  Doc.  E 9— 20637  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration  '• 

14  CFR  Part  71 

[Docket  No.  FAA-2009-0200;  Airspace 
Docket  No.  09-AAL-5] 

Proposed  Establishment  of  Class  E 
Airspace;  Elim,  AK 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  This  action  proposes  to 
establish  Class  E  airspace  at  the  Elim 
Airport  at  Elim,  AK.  Two  Standard 
Instrument  Approach  Procedures 
(SIAPs)  are  being  developed  for  the  Elim 
Airport  at  Elim,  AK.  Additionally,  one 
textual  Obstacle  Departure  Procedure 
(ODP)  and  a  Standard  Instrument 
Departure  Procedure  (SID)  are  being 
developed.  Adoption  of  this  proposal 
would  result  in  establishing  Class  E 
airspace  upward  from  700  feet  (ft.)  and 
1,200  ft.  above  the  surface  at  the  Elim 
Airport  at  Elim,  AK. 

DATES:  Comments  must  be  received  on 
or  before  October  13,  2009. 

ADDRESSES:  Send  comments  on  the 
proposal  to  the  Docket  Management 
Facility,  U.S.  Department  of 
Transportation,  1200  New  Jersey 
Avenue,  SE.,  West  Building  Ground 
Floor,  Room  W12-140,  Washington,  DC 
20590-0001.  You  must  identify  the 
docket  number  FAA-2009-0200/ 
Airspace  Docket  No.  09-AAL-5,  at  the 
beginning  of  your  comments.  You  may 
also  submit  comments  on  the  Internet  at 
http://www.regulations.gov.  You  may 
review  the  public  docket  containing  the 
proposal,  any  comments  received,  and 
any  final  disposition  in  person  in  the 
Dockets  Office  between  9  a.m.  and  5 
p.m.,  Monday  through  Friday?  except 
Federal  holidays.  The  Docket  Office 
(telephone  1-800-647-5527)  is  on  the 
plaza  level  of  the  Department  of 
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Transportation  NASSIF  Building  at  the 
above  address. 

An  informal  docket  may  also  be 
examined  during  normal  business  hours 
at  the  office  of  the  Manager,  Safety, 
Alaska  Flight  Service  Operations, 

Federal  Aviation  Administration,  222 
West  7th  Avenue,  Box  14,  Anchorage, 

AK  99513-7587. 

FOR  FURTHER  INFORMATION  CONTACT:  Gary 
Rolf,  Federal  Aviation  Administration, 
222  West  7th  Avenue,  Box  14, 
Anchorage,  AK  99513-7587;  telephone 
nuqiber  (907)  271-5898;  fax:  (907)  271- 
2850;  e-mail:  gary.ctr.rolf@faa.gov. 
Internet  address:  http://www.faa.gov/ 
about/ office _org/headquarters_offices/ 
ato/service_units/systemops/fs/alaskan/ 
rulemaking/. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  parties  are  invited  to 
participate  in  this  proposed  rulemaking 
by  submitting  such  written  data,  views, 
or  arguments  as  they  may  desire. 
Comments  that  provide  the  factual  basis 
supporting  the  views  and  suggestions 
presented  are  particularly  helpful  in 
developing  reasoned  regulatory 
decisions  on  the  proposal.  Comments 
are  specifically  invited  on  the  overall 
regulatory,  aeronautical,  economic, 
environmental,  and  energy -related 
aspects  of  the  proposal. 

Communications  should  identify  both 
docket  numbers  and  be  submitted  in 
triplicate  to  the  address  listed  above. 
Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
on  this  notice  must  submit  with  those 
comments  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  No.  FAA-2009-0200/ Airspace 
Docket  No.  09-AAL-5.”  The  postcard 
will  be  date/time  stamped  and  returned 
to  the  commenter. 

All  communications  received  on  or 
before  the  specified  closing  date  for 
comments  will  be  considered  before 
taking  action  on  the  proposed  rule.  The 
proposal  contained  in  this  notice  may 
be  changed  in  light  of  comments 
received.  All  comments  submitted  will 
be  available  for  examination  in  the 
public  docket  both  before  and  after  the 
closing  date  for  comments.  A  report 
summarizing  each  substantive  public 
contact  with  FAA  personnel  concerned 
with  this  rulemaking  will  be  filed  in  the 
docket. 

Availability  of  Notice  of  Proposed 
Rulemakings  (NPRMs) 

An  electronic  copy  of  this  document 
may  be  downloaded  through  the 
Internet  at  http://www.regulations.gov. 


Recently  published  rulemaking 
documents  can  also  be  accessed  through 
the  FAA’s  Web  page  at  http:// 
www.faa  .gov/airportsairtraffic/ 
airtraffic/publications/ 
airspaceamendments/. 

Additionally,  any  person  may  obtain 
a  copy  of  this  notice  by  submitting  a 
request  to  the  Federal  Aviation 
Administration,  Office  of  Air  Traffic 
Airspace  Management,  ATA-400,  800 
Independence  Avenue,  SW., 

Washington,  DC  20591  or  by  calling 
(202)  267-8783.  Communications  must 
identify  both  docket  numbers  for  this 
notice.  Persons  interested  in  being 
placed  on  a  mailing  list  for  future 
NPRMs  should  contact  the  FAA’s  Office 
of  Rulemaking,  (202)  267-9677,  to 
request  a  copy  of  Advisory  Circular  No. 
11-2A,  Notice  of  Proposed  Rulemaking 
Distribution  System,  which  describes 
the  application  procedure. 

The  Proposal 

The  FAA  is  considering  an 
amendment  to  Title  14  Code  of  Federal 
Regulations  (14  CFR)  part  71,  which 
would  establish  Class  E  airspace  at  the 
Elim  Airport,  Elim,  AK.  The  intended 
effect  of  this  proposal  is  to  establish 
Class  E  airspace  upward  from  700  ft. 
and  1,200  ft.  above  the  surface  to 
contain  Instrument  Flight  Rules  (IFR) 
operations'  at  the  Elim  Airport,  Elim, 

AK. 

The  FAA  Instrument  Flight 
Procedures  Production  and 
Maintenance  Branch  has  created  two 
new  SIAPs  for  the  Elim  Airport,  one 
textual  ODP  and  one  SID.  The  SIAPs  are 
(1)  the  Area  Navigation  (RNAV)  Global 
Positioning  System  (GPS)  Runway 
(RWY)  01,  Original  and  (2)  the  RNAV 
(GPS)  RWY  19,  Original.  The  SID  is  the 
ELIM  ONE  RNAV  Sid.  Textual  ODPs  are 
unnamed  and  are  published  in  the  front 
of  the  U.S.  Terminal  Procedures  for 
Alaska.  Class  E  controlled  airspace 
extending  upward  from  700  ft.  and 
1,200  ft.  above  the  surface  in  the  Elim 
Airport  area  would  be  established  by 
this  action.  The  proposed  airspace  is 
sufficient  in  size  to  contain  aircraft 
executing  the  instrument  procedures  at 
the  Elim  Airport,  Elim,  AK. 

The  Class  E  airspace  areas  designated 
as  700/1200  foot  transition  areas  are 
published  in  paragraph  6005  in  FAA 
Order  7400. 9S,  Airspace  Designations 
and  Reporting  Points,  signed  October  3, 
2008,  and  effective  October  31,  2008, 
which  is  incorporated  by  reference  in  14 
CFR  71.1.  The  Class  E  airspace 
designations  fisted  in  this  document 
would  be.  subsequently  published  in  the 
Order. 

The  FAA  has  determined  that  this 
proposed  regulation  only  involves  an 


established  body  of  technical 
regulations  for  which  frequent  and 
routine  amendments  are  necessary  to 
keep  them  operationally  current.  It, 
therefore — (1)  Is  not  a  “significant 
regulatory  action”  under  Executive 
Order  12866;  (2)  is  not  a  “significant 
rule”  under  DOT  Regulatory  Policies 
and  Procedures  (44  FR  11034;  February 
26,  1979);  and  (3)  does  not  warrant 
preparation  of  a  regulatory  evaluation  as 
the  anticipated  impact  is  so  minimal. 
Since  this  is  a  routine  matter  that  will 
only  affect  air  traffic  procedures  and  air 
navigation,  it  is  certified  that  this  rule, 
when  promulgated,  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

The  FAA’s  authority  to  issue  rules 
regarding  aviation  safety  is  found  in 
Title  49  of  the  United  States  Code. 
Subtitle  1,  Section  106  describes  the 
authority  of  the  FAA  Administrator. 
Subtitle  VII,  Aviation  Programs, 
describes  in  more  detail  the  scope  of  the 
agency’s  authority. 

This  rulemaking  is  promulgated 
under  the  authority  described  in 
Subtitle  VII,  Part  A,  Subpart  1,  Section 
40103,  Sovereignty  and  use  of  airspace. 
Under  that  section,  the  FAA  is  charged 
with  prescribing  regulations  to  ensure 
the  safe  and  efficient  use  of  the 
navigable  airspace.  This  regulation  is 
within  the  scope  of  that  authority 
because  it  proposes  to  establish  Class  E 
airspace  at  Elim  Airport,  Elim,  AK,  and 
represents  the  FAA’s  continuing  effort 
to  safely  and  efficiently  use  the 
navigable  airspace. 

List  of  Subjects  in  14  CFR  Part  71 

Airspace,  Incorporation  by  reference, 
Navigation  (air). 

The  Proposed  Amendment 

In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
proposes  to  amend  14  CFR  part  71  as 
follows: 

PART  71— DESIGNATION  OF  CLASS  A, 
CLASS  B,  CLASS  C,  CLASS  D,  AND 
CLASS  E  AIRSPACE  AREAS; 
AIRWAYS;  ROUTES;  AND  REPORTING 
POINTS 

1.  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40103,  40113, 
40120;  E.O.  10854,  24  FR  9565,  3  CFR,  1959- 
1963  Comp.,  p.  389. 

§71.1  [Amended] 

2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  Federal  Aviation 
Administration  Order  7400. 9S,  Airspace 
Designations  and  Reporting  Points, 
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signed  October  3,  2008,  and  effective 
October  31,  2008,  is  to  be  amended  as 
follows: 

***** 

Paragraph  6005  Class  E  Airspace  Extending 
Upward  from  700  Feet  or  More  Above  the 
Surface  of  the  Earth. 
***** 

AAL  AK  E5  Elim,  AK  [New] 

Elim  Airport,  Elim,  AK 

(Lat.  64°36'54"  N.,  Long.  162°16'14"  W.) 
That  airspace  extending  upward  from  700 
feet  above  the  surface  within  a  6.8-mile 
radius  of  the  Elim  Airport,  AK,  and  within 
3.7  miles  either  side  of  the  015°  bearing  from 
the  Elim  Airport,  AK,  extending  from  the  6.8- 
mile  radius  to  12.6  miles  north  of  the  Elim 
Airport,  AK;  and  that  airspace  extending 
upward  from  1,200  feet  above  the  surface 
within  a  74-mile  radius  of  the  Elim  Airport, 
AK. 

***** 

Issued  in  Anchorage,  AK,  on  August  20, 
2P09. 

Anthony  M.  Wylie, 

Manager,  Alaska  Flight  Services  Information 
Area  Group. 

[FR  Doc.  E9— 20727  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Army;  Corps  of 
Engineers 

33  CFR  Part  334 

Disestablishment  of  Restricted  Area 
for  Pascagoula  Naval  Station, 
Pascagoula,  MS 

AGENCY:  U.S.  Army  Corps  of  Engineers, 
DoD. 

ACTION:  Proposed  rule. 

SUMMARY:  The  U.S.  Navy  (USN) 
requested  that  the  U.S.  Army  Corps  of 
Engineers  (Corps)  disestablish  the 
restricted  area  at  the  former  Naval 
Station  Pascagoula  in  Pascagoula, 
Mississippi.  The  restricted  area  was 
established  on  November  9, 1992.  The 
purpose  of  the  restricted  area  was  to 
reduce  safety  hazards  and  security  risks 
and  protect  persons  and  property  from 
dangers  encountered  in  the  area.  As  a 
result  of  the  2005  Base  Realignment  and  • 
Closure  Act,  the  Naval  Station  was 
closed  on  June  1,  2007,  and  the  property 
transferred  to  the  State  of  Mississippi.  In 
the  “Rules  and  Regulations”  section  of 
Federal  Register,  we  are  publishing  the 
restricted  area  disestablishment  as  a 
direct  final  rule  without  prior  proposal 
because  we  view  this  as  a  non- 
controversial  adjustment  to  our 
restricted  area  regulations  and 


anticipate  no  adverse  comment.  We 
have  explained  our  reasons  for  this 
approval  in  the  preamble  to  the  direct 
final  rule.  If  we  receive  no  adverse 
comment,  we  will  not  take  further 
action  on  this  rule  and  it  will  go  into 
effect.' If  we  receive  adverse  comment, 
we  will  withdraw  the  direct  final  rule 
and  it  will  not  take  effect.  We  will 
address  all  public  comments  in  a 
subsequent  final  rule  based  on  this 
proposed  rule.  We  will  not  institute  a 
second  comment  period  on  this  action. 
Any  parties  interested  in  commenting 
must  do  so  at  this  time. 

DATES:  Written  comments  must  be 
received  by  September  28,  2009. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
David  Olson,  Headquarters,  Operations 
and  Regulatory  Community  of  Practice, 
Washington,  DC  at  202-761-4922  or  Mr. 
John  B.  McFadyen,  U.S.  Army  Corps  of 
Engineers,  Mobile  District,  at  251-690- 
3222. 

SUPPLEMENTARY  INFORMATION:  This 
document  concerns  the 
“Disestablishment  of  Restricted  Area  for 
Pascagoula  Naval  Station,  Pascagoula, 
MS”  rule.  For  further  information, 
including  instructions  on  how  to  submit 
comments,  please  see  the  information 
provided  in  the  direct  final  rule  that  is 
located  in  the  “Rules  and  Regulations” 
section  of  this  Federal  Register 
publication. 

Dated:  August  14,  2009. 

Michael  G.  Ensch, 

Chief,  Operations,  Directorate  of  Civil  Works. 
[FR  Doc.  E 9-20292  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3710-92-P 


ARMED  FORCES  RETIREMENT  HOME 

38  CFR  Part  200 

[Docket  No.  AFRH  2009-01] 

RIN  3030-ZA00 

Compliance  With  the  National 
Environmental  Policy  Act 

AGENCY:  Armed  Forces  Retirement 
Home. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Armed  Forces  Retirement 
Home  (AFRH)  proposes  regulations 
establishing  policy  and  assigning 
responsibilities  for  implementing  the 
National  Environmental  Policy  Act 
(NEPA)  of  1969,  related  laws,  executive 
orders,  and  regulations  in  the  decision¬ 
making  process  of  the  AFRH.  These 
regulations  were  developed  to  comply 
with  Section  103  of  42  U.S.C.  4321. 
DATES:  Submit  comments  on  or  before 
October  1,  2009. 


ADDRESSES:  You  may  submit  comments, 
identified  by  AFRH  2009-01,  by  any  of 
the  following  methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Mail:  Timothy  Cox,  COO,  AFRH, 
3700  N.  Capitol  St.,  NW„  P.O.  Box  1303, 
Washington,  DC  20011-8400. 

•  Hand  Delivery/Courier:  Timothy 
Cox,  COO,  AFRH,  3700  N.  Capitol  St., 
NW.,  Washington,  DC  20011. 

FOR  FURTHER  INFORMATION  CONTACT:  Joe 
Woo,  Master  Planner,  (202)  730-3445. 
SUPPLEMENTARY  INFORMATION:  This 
proposed  rule  is  not  a  major  rule  for  the 
purposes  of  Executive  Order  12866.  As 
required  by  the  Regulatory  Flexibility 
Act,  AFRH  certifies  that  this  proposed 
rule  will  not  have  a  significant  impact 
on  small  business  entities. 

This  proposed  rule  will  set  out 
environmental  policy  for  the  Armed 
Forces  Retirement  Home  (AFRH)  and 
provide  direction  for  carrying  out  the 
procedural  requirements  of  the  National 
Environmental  Policy  Act.  These 
regulations  were  developed  to  comply 
with  Section  103  of  42  U.S.C.  4321. 

Electronic  Access  and  Filing 

You  may  submit  comments  by 
sending  electronic  mail  (E-mail)  to: 
Tim.Sheckler@gsa.gov.  Include  RIN 
number  in  the  subject  line  of  the 
message.  You  may  also  fax  comments  to 
202-205-5295,  Attn:  Mr.  Tim  Scheckler. 

Instructions 

All  submissions  received  must 
include  the  agency  name  and  document 
number  for  this  rulemaking. 

Docket  ' 

For  access  to  the  docket  to  read 
background  documents  or  comments 
received,  go  to  3700  North  Capitol 
Street,  NW.,  Washington,  DC  20011. 

List  of  Subjects  in  38  CFR  Part  200 

Compliance  with  the  National 
Environmental  Policy  Act. 

For  the  reasons  stated  in  the 
preamble,  the  Armed  Forces  Retirement 
Home  (AFRH)  proposes  to  amend  38 
CFR  Chapter  II  by  adding  Part  200  to 
read  as  follows: 

PART  200 — COMPLIANCE  WITH  THE 
NATIONAL  ENVIRONMENTAL  POLICY 
ACT 

Sec. 

200.1  Purpose. 

200.2  Background. 

200.3  Responsibilities. 

200.4  Implementation  of  NEPA  and  related 
authorities. 

200.5  Coordination  with  other  authorities. 

200.6  Public  involvement. 
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200.7  Cooperating  agencies. 

200.8  AFRH  participation  in  NEPA 

compliance  by  other  agencies. 

Appendix’A  to  Part  200 — Categorical 

Exclusions 

Appendix  B  to  Part  200 — The  Action 

Requiring  an  Environmental  Assessment 
Appendix  C  to  Part  200 — Actions  Requiring 

Environmental  Impact  Statement 

Authority:  24  U.S.C.  401,  et  seq. 

§  200.1  Purpose. 

These  regulations  set  out  AFRH 
environmental  policy  and  provide 
direction  for  carrying  out  the  procedural 
requirements  of  the  National 
Environmental  Policy  Act  (NEPA)  and 
related  legal  authorities. 

§200.2  Background. 

(a)  The  NEPA  and  the  Council  on 
Environmental  Quality  regulations 
implementing  the  procedural 
requirements  of  NEPA  (40  CFR  1500 
through  1508,  hereinafter,  the  CEQ 
regulations)  require  that  each  Federal 
agency  consider  the  impact  of  its  actions 
on  the  human  environment  and 
prescribe  procedures  to  be  followed. 
Other  laws,  executive  orders,  and 
regulations  provide  related  direction. 
NEPA  establishes  and  AFRH  adopts  as 
policy  that  as  a  Federal  agency,  AFRH 
will:  Use  all  practicable  means, 
consistent  with  other  essential 
considerations  of  national  policy,  to 
improve  and  coordinate  Federal  plans, 
functions,  programs,  and  resources  to 
the  end  that  the  Nation  may: 

(1)  Fulfill  the  responsibilities  of  each 
generation  as  trustee  of  the  environment 
for  succeeding  generations; 

(2)  Assure  for  all  Americans  safe, 
healthful,  productive,  and  esthetically 
and  culturally  pleasing  surroundings; 

(3)  Attain  the  widest  range  of 
beneficial  uses  of  the  environment 
without  degradation,  risk  to  health  or 
safety,  or  other  undesirable  and 
unintended  consequences; 

(4)  Preserve  important  historic, 
cultural,  and  natural  aspects  of  our 
national  heritage,  and  maintain, 
wherever  possible,  an  environment 
which  supports  diversity,  and  variety  of 
individual  choice; 

(5)  Achieve  a  balance  between 
population  and  resource  use  which  will 
permit  high  standards  of  living  and  a 
wide  sharing  of  life’s  amenities;  and 

(6)  Enhance  the  quality  of  renewable 
resources  and  approach  the  maximum 
attainable  recycling  of  depletable 
resources. 

(b)  As  an  important  means  of  carrying 
out  this  policy,  AFRH  will  analyze  and 
consider  the  impacts  of  its  proposed 
actions  (activities,  programs,  projects, 
legislation)  and  any  reasonable 
alternatives  on  the  environment,  and  on 


the  relationship  of  people  with  the 
environment.  This  analysis  is  to  be 
undertaken  early -in  planning  any  such 
action,  as  an  aid  to  deciding  whether  the 
action  will  go  forward,  and  if  so  how. 
Consideration  must  be  given  to 
reasonable  alternative  means  of 
achieving  the  purpose  and  need  for  the 
proposed  action,  and  to  the  alternative 
of  not  taking  the  proposed  action.  The 
analysis  is  to  be  completed,  and  used  to 
inform  the  decision  maker  and  make  the 
public  aware  of  the  action’s  potential 
impacts,  before  the  decision  is  made 
about  whether  and  how  to  proceed  with 
the  action.  Relevant  environmental 
documents,  comments,  and  responses 
regarding  the  proposal  will  accompany 
the  proposal  and  be  presented  to  the 
AFRH  decision  maker  for  their 
consideration. 

(c)  NEPA  also  requires  and  AFRH  will 
ensure  that,  to  the  fullest  extent 
possible,  analyses  and  consultations 
required  by  other  environmental  laws  be 
coordinated  with  those  required  under 
NEPA,  to  reduce  redundancy, 
paperwork,  time,  and  cost. 

(d)  The  AFRH  is  an  independent 
Federal  agency  that  provides  residence 
and  related  services  for  certain  retired 
and  former  members  of  the  Armed 
Forces.  The  AFRH  has  property  in 
Washington,  DC  and  Gulfport,  MS. 

(e)  This  part  contains  AFRH’s  general 
policy  regarding  NEPA  implementation 
and  sets  out  AFRH  procedures  that 
supplement  the  CEQ  regulations  for 
meeting  NEPA  requirements.  It  also 
assigns  responsibilities  to  the  Chief 
Operating  Officer  (COO)  for  the  AFRH 
and  the  Master  Planner.  These 
regulations  provide  further  detail 
regarding  the  conduct  of  NEPA  impact 
analyses. 

§200.3  Responsibilities. 

(a)  The  COO  is  the  AFRH  NEPA 
official  responsible  for  compliance  with 
NEPA  for  AFRH  actions.  The  COO  also 
provides  the  AFRH’s  views  on  other 
agencies’  environmental  impact 
statements  (EIS). 

(b)  The  Master  Planner  is  the  point  of 
contact  for  information  on:  AFRH  NEPA 
documents;  NEPA  oversight  activities; 
and  review  of  other  agencies’  EISs  and 
NEPA  documents. 

(c)  The  AFRH’s  assigned  counsel  is 
the  point  of  contact  for  legal  questions 
involving  environmental  matters. 

§  200.4  Implementation  of  NEPA  and 
related  authorities. 

(a)  Classification  of  AFRH  actions.  (1) 
All  AFRH  proposed  actions  typically 
fall  into  one  of  the  following  three 
classes,  in  terms  of  requirements  for 
review  under  NEPA:  Categorical 


exclusions,  environmental  assessments, 
and  environmental  impact  statements. 

(2)  The  Master  Planner,  is  responsible 
for  classifying  proposed  actions  and 
undertaking  the  level  of  analysis, 
consultation,  and  review  appropriate  to 
each. 

(b)  Categorical  Exclusions  (CATEX). 

(1)  A  categorical  exclusion  (CATEX)  is 
a  category  of  actions  which  do  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 
environment,  except  under 
extraordinary  circumstances  (42  CFR 
1508.4).  Because  they  lack  the  potential 
for  effect,  they  do  not  require  detailed  . 
analysis  or  documentation  under  NEPA. 

(i)  Determining  when  to  use  a  CATEX 
(screening  criteria).  To  use  a  CATEX, 
the  proponent  must  satisfy  the  following 
three  screening  conditions: 

(A)  The  action  has  not  been 
segmented.  Determine  that  the  action 
has  not  been  segmented  to  meet  the 
definition  of  a  CATEX.  Segmentation  . 
can  occur  when  an  action  is'broken 
down  into  small  parts  in  order  to  avoid 
the  appearance  of  significance  of  the 
total  action.  An  action  can  be  too 
narrowly  defined,  minimizing  potential 
impacts  in  an  effort  to  avoid  a  higher 
level  of  NEPA  documentation.  The 
scope  of  an  action  must  include  the 
consideration  of  connected,  cumulative, 
and  similar  actions. 

(B)  No  exceptional  circumstances 
exist.  Determine  if  the  action  involves 
extraordinary  circumstances  that  would 
preclude  the  use  of  a  CATEX  (see 
4(b)(l)(ii)(A)  through  (xiv)  of  this 
section). 

(C)  One  (or  more)  CATEX  (See 
Appendix  A  to  Part  200)  encompasses 
the  proposed  action.  Identify  a  CATEX 
(or  multiple  CATEXs)  that  potentially 
encompasses  the  proposed  action.  If  no 
CATEX  is  appropriate,  and  the  project  is 
not  exempted  by  statute  or  emergency 
provisions,  an  EA  or  an  EIS  must  be 
prepared,  before  a  proposed  action  may 
proceed.  - 

(ii)  Extraordinary  circumstances  that 
preclude  the  use  of  a  CATEX  are: 

(A)  Reasonable  likelihood  of 
significant  effects  on  public  health, 
safety,  or  the  environment. 

(B)  Reasonable  likelihood  of 
significant  environmental  effects  (direct, 
indirect,  and  cumulative). 

(C)  Imposition  of  uncertain  or  unique 
environmental  risks. 

(D)  Greater  scope  or  size  than  is 
normal  for  this  category  of  action. 

(E)  Reportable  releases  of  hazardous 
or  toxic  substances  as  specified  in  40 
CFR  part  302. 

(F)  Releases  of  petroleum,  oils,  and 
lubricants,  application  of  pesticides  and 
herbicides,  or  where  the  proposed 
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action  results  in  the  requirement  to 
develop  or  amend  a  Spill  Prevention, 
Control,  or  Countermeasures  Plan. 

(G)  When  a  review  of  an  action 
reveals  that  air  emissions  exceed  de 
minimis  levels  or  otherwise  that  a 
formal  Clean  Air  Act  conformity 
determination  is  required. 

(H)  Reasonable  likelihood  of  violating 
any  Federal,  State,  or  local  law  or 
requirements  imposed  for  the  protection 
of  the  environment. 

(I)  Unresolved  effect  on 
environmentally  sensitive  resources,  as 
defined  in  paragraph  (b)(l)(iii)  of  this 
section. 

(J)  Involving  effects  on  the  quality  of 
the  environment  that  are  likely  to  be 
highly  controversial. 

(K)  Involving  effects  on  the 
environment  that  are  highly  uncertain, 
involve  unique  or  unknown  risks,  or  are 
scientifically  controversial. 

(L)  Establishes  a  precedent  (or  makes 
decisions  in  principle)  for  future  or 
subsequent  actions  that  are  reasonably 
likely  to  have  a  future  significant  effect. 

(M)  Potential  for  degradation  of 
already  existing  poor  environmental 
conditions.  Also,  initiation  of  a 
degrading  influence,  activity,  or  effect  in 
areas  not  already  significantly  modified 
from  their  natural  condition. 

(N)  Introduction/employment  of 
unproven  technology. 

(iii)  If  a  proposed  action  would 
adversely  affect  “environmentally 
sensitive”  resources,  unless  the  impact 
has  been  resolved  through  another 
environmental  process  (e.g.,  CZMA, 
NHPA,  CWA,  etc.)  a  CATEX  cannot  be 
used.  Environmentally  sensitive 
resources  include: 

(A)  Listed  or  proposed  Federally 
listed,  threatened,  or  endangered 
species  or  their  designated  or  proposed 
critical  habitats. 

(B)  Properties  listed  or  eligible  for 
listing  on  the  National  Register  of 
Historic  Places. 

(C)  Areas  having  special  designation 
or  recognition  such  as  prime  or  unique 
agricultural  lands;  coastal  zones; 
designated  wilderness  or  wilderness 
study  areas;  wild  and  scenic  rivers; 
National  Historic  Landmarks 
(designated  by  the  Secretary  of  the 
Interior);  100-year  floodplains; 
wetlands;  sole  source  aquifers  (potential 
sources  of  drinking  water);  National 
Wildlife  Refuges;  National  Parks;  areas 
of  critical  environmental  concern;  or 
other  areas  of  high  environmental 
sensitivity. 

(iv)  The  use  of  a  CATEX  does  not 
relieve  the  proponent  from  compliance 
with  other  statutes,  such  as  RCRA,  or 
consultations  under  the  Endangered 
Species  Act  or  the  NHPA.  Such 


consultations  may  be  required  to 
determine  the  applicability  of  the 
CATEX  screening  criteria. 

(v)  For  those  CATEXs  that  require 
documentation,  a  brief  (one  to  two 
sentences)  presentation  of  conclusions 
reached  during  screening  should  be 
included  with  the  checklist.  Checklists 
may  be  obtained  from  the  Master 
Planner  at  3700  North  Capitol  Street, 

NW.,  Washington,  DC  20011. 

(2)  AFRH  recognizes  two  types  of 
CATEX: 

(i)  CATEX — does  not  require 
documentation  unless  the  Master 
Planner  determines  that  an 
extraordinary  circumstance  may  exist, 
whereupon  a  CATEX — requires 
documentation  that  must  be  prepared 
(see  below).  The  likelihood  of  such  a 
circumstance  is  judged  to  be  so  low  that 
no  specific  environmental  document  is 
typically  required. 

(ii)  CATEX — requires  documentation 
that  involves  a  cursory  review  to  ensure 
that  no  extraordinary  circumstances 
exist.  For  an  action  falling  into  such  a 
category,  a  CATEX  requiring 
documentation  is  completed  to  support 
a  determination  by  the  Master  Planner, 
as  to  whether  the  action  needs  further 
review  under  NEPA.  A  CATEX 
documentation  is  developed  and 
maintained  by  the  Master  Planner. 

(3)  CATEXs  requiring  and  not 
requiring  documentation  are  listed  in 
Appendix  A  of  these  regulations. 

(c)  Environmental  Assessment  (EA). 

(1)  An  Environmental  Assessment  (EA) 
is  a  concise  public  document  prepared 
by  or  on  behalf  of  AFRH  that  assists 
AFRH  in  deciding  whether  or  not  there 
may  be  significant  effects  requiring  a 
more  detailed  Environmental  Impact 
Statement.  Actions  typically  requiring 
preparation  of  an  EA  are  found  in 
Appendix  B  to  Part  200. 

(2)  The  analysis  required  for  an  EA 
leads  either  to  a  Finding  of  No 
Significant  Impact  (FONSI)  or  a  Notice 
of  Intent  (NOI)  to  prepare  an 
Environmental  Impact  Statement.  AFRH 
will  prepare  a  FONSI  in  accordance 
with  40  CFR  1508.13,  if  the  agency 
determines  on  the  basis  of  the  EA  that 
there  are  no  significant  environmental 
effects  and  therefore,  there  is  no  need  to 
prepare  an  Environmental  Impact 
Statement.  AFRH  shall  make  the  FONSI 
available  to  the  affected  public  as 
specified  in  §  1506.6.  Under  certain 
limited  circumstances,  AFRH  shall 
make  the  finding  of  no  significant 
impact  available  for  public  review  for  30 
days  before  the  agency  makes  its  final 
determination  whether  to  prepare  an 
environmental  impact  statement  and 
before  the  action  may  begin.  The 
circumstances  are: 


(i)  The  proposed  action  is,  of  is 
closely  similar  to,  one  which  normally 
requires  the  preparation  of  an 
environmental  impact  statement; 

(ii)  The  nature  of  the  proposed  action 
is  one  without  precedent;  or 

(iii)  There  is  controversy  associated 
with  the  environmental  effects  of  the 
proposed  action. 

(d)  Environmental  Impact  Statement 
(EIS).  (1)  An  Environmental  Impact 
Statement  (EIS)  is  a  detailed  analysis 
and  report,  that  presents  the 
environmental  effects  of  a  proposed 
action  and  its  reasonable  alternatives. 

An  EIS  is  prepared  for  any  AFRH  action 
that  may  have  significant  effects  on  the 
quality  of  the  human  environment.  A 
Notice  of  Intent  will  be  prepared  and 
published  in  the  Federal  Register  as 
soon  as  practicable  after  deciding  to 
prepare  an  EIS.  When  a  lengthy  period 
of  time  will  elapse  between  the  decision 
to  prepare  the  EIS  and  preparation  of 
the  EIS,  the  notice  of  intent  should  be 
published  at  a  reasonable  time  prior  to 
preparing  the  EIS. 

(2)  Certain  AFRH  actions  are  likely  to 
have  significant  effects  on  the  quality  of 
the  human  environment,  and  hence 
typically  require  an  EIS.  These  classes 
of  action  are  listed  in  Appendix  C  to 
Part  200. 

(3)  When  it  appears  that  the  action  is 
likely  to  have  significant  effects  on  the 
quality  of  the  human  environment, 
AFRH  will  prepare  an  EIS.  An  action 
that  typically  requires  an  EIS  is  found 
in  Appendix  C  to  Part  200.  An  EA  may 
be  prepared  to  aid  in  deciding  whether 
an  EIS  is  needed,  or  the  responsible 
official  may  decide  to  prepare  an  EIS 
without  preparing  an  EA. 

(4)  Direction  for  preparing, 
circulating,  finalizing,  and  using  an  EIS 
in  decision  making  is  found  in  the  CEQ 
Regulations  (40  CFR  parts  1500  through 
1508). 

(e)  Supplemental  statements.  If  an  EA 
or  an  EIS  has  been  completed  and  the 
AFRH  goes  to  implement  the  action,  but 
no  action  has  been  taken  within  four 
years  of  the  completion  of  the  EA  or  EIS, 
the  AFRH  will  review  the  document  to 
determine  if  circumstances  have 
changed  that  would  warrant  a 
supplement  to  the  original  document.  A 
supplemental  statement  will  be 
provided  to  the  decision  maker  to 
inform  the  decisions  on  whether  and 
how  to  proceed  with  the  proposed 
action  and  be  maintained  with  the 
previous  EA  or  EIS  and  related  records 
for  the  proposed  action. 

(f)  Using  NEPA  in  decision  making. 

(1)  Compliance  with  NEPA  and  related 
authorities  will  begin  at  the  earliest 
point  in  planning  any  action,  when  the 
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widest  reasonable  range  of  alternatives 
is  open  for  consideration. 

(2)  The  NEPA  review  process  will  be 
carried  out  in  coordination  with 
continued  planning. 

(3)  All  personnel  involved  in 
planning  actions  should  view  NEPA 
review  as  part  of  effective  planning,  not 
as  a  mere  documentation  requirement. 

(4)  Outside  agencies,  State  and  local 
governments,  Indian  Tribes,  and  the 
public  will  whenever  practicable  be 
afforded  reasonable  opportunities  to 
participate  in  the  NEPA  process. 

(5)  Tne  results  of  NEPA  review  will  be 
fully  considered  by  each  AFRH 
decision-maker  before  making  a 
decision  on  an  action  subject  to  such 
review  and  the  alternatives  considered 
by  the  decision-maker  will  be 
encompassed  within  the  range  of 
alternatives  for  the  action. 

(6)  AFRH  will  ensure  relevant 
environmental  documents,  comments, 
and  responses  are  part  of  the  record  in 
formal  rulemaking  or  adjudicatory 
proceedings. 

(7)  Executives  and  other  employees 
responsible  for  aspects  of  NEPA  review 

(.will  be  held  accountable  for  the 
performance  of  such  responsibilities, 
through  performance  reviews  and  other 
administrative  mechanisms. 

§  200.5  Coordination  with  other 
authorities. 

-  (a)  To  the  maximum  extent  feasible, 

NEPA  review  shall  be  coordinated  with 
review  of  proposed  actions  under  other 
environmental  legal  authorities, 
including  but  not  limited  to  the 
Comprehensive  Environmental 
Response,  Compensation,  and  Liability 
Act  (CERCLA);  the  National  Historic 
Preservation  Act  (NHPA);  the 
Endangered  Species  Act  (ESA); 

Executive  Orders  11988, 11990,  and 
13006;  and  other  applicable  authorities. 

(b)  In  effecting  such  coordination, 
responsible  AFRH  officials  will  ensure 
that  the  substantive  and  procedural 
requirements  of  other  environmental 
authorities  are  met,  together  with  the 
requirements  of  NEPA.  It  will  be 
explicitly  understood  that  compliance 
with  NEPA  does  not  substitute  for 
compliance  with  other  environmental 
authorities,  nor  does  compliance  with 
such  other  authority  substitute  for 
compliance  with  NEPA. 

§  200.6  Public  involvement. 

(a)  As  part  of  its  system  for  NEPA 
compliance,  the  COO  and  the  Master 
Planner  shall  provide  for  levels  and 
kinds  of  public  involvement  appropriate 
to  the  proposed  action  and  its  likely 
effects. 

(b)  Where  a  related  authority  provides 
specific  procedures  for  public 


involvement,  the  responsible  AFRH 
official  shall  ensure  that  such 
procedures  where  practicable  in  the 
process  of  NEPA  review. 

(c)  Public  involvement  in  the  AFRH 
NEPA  process  shall  have  as  its  purpose 
the  fq!1  disclosure  of  AFRH  actions  and 
alternatives  to  the  public,  within  the 
constraints  of  AFRH  program 
authorities,  and  giving  the  public  a  full 
opportunity  to  comment  on  the 
environmental  effects  of  AFRH 
proposals. 

(d)  Pursuant  to  Executive  Order 
12898,  special  efforts  will  be  made  to 
involve  members  of  potentially  affected 
low-income  and  minority  communities 
in  NEPA  review  and  decision-making. 
Such  efforts  may  include,  but  are  not 
limited  to,  special  programs  of 
community  outreach,  including  cross- 
cultural  programs,  translations  of 
pertinent  documents,  and  ensuring  that 
translators  are  available  at  public 
meetings. 

(e)  Information  pertaining  to  AFRH 
actions  and/or  NEPA  documentation 
can  be  obtained  through  the  Master 
Planner  at  3700  North  Capitol  Street, 
NW.,  Washington,  DC  20011. 

§  200.7  Cooperating  agencies. 

(a)  Federal  agencies  with  jurisdiction 
by  law  will  be  invited  to  serve  as 
cooperating  agencies  and  Federal 
agencies  with  special  expertise  may  be 
invited  to  serve  as  cooperating  agencies 
in  the  conduct  of  NEPA  review  of  an 
AFRH  proposed  action. 

(b)  The  responsible  AFRH  official  will 
invite  other  Tribal,  State,  and  local 
agencies  to  serve  as  cooperating 
agencies  with  subject  matter  jurisdiction 
or  special  expertise  in  the  conduct  of 
NEPA  review  of  an  AFRH  proposed 
action. 

§200.8  AFRH  participation  in  NEPA 
compliance  by  other  agencies. 

(a)  AFRH  may  participate  in  the 
NEPA  process  as  a  cooperating  agency 
for  another  lead  agency’s  project,  or  as 
a  commenter/reviewer  of  another 
agency’s  NEPA  document.  AFRH  may 
also  participate  in  environmental 
studies  carried  out  by  non-Federal 
parties  (for  example,  a  local  government 
conducting  studies  under  a  State 
environmental  policy  law)  where  such 
studies  are  relevant  to  AFRH’s  interests 
or  may  be  incorporated  by  AFRH  into  its 
own  studies  under  NEPA.  Where  AFRH 
will  be  responsible  for  a  decision  on  a 
project  that  is  the  subject  of  such  a 
study,  and  has  the  authority  to  do  so, 
AFRH  will  ensure  that  the  study  and-its 
resulting  documents  meet  the  standards 
set  forth  in  these  regulations  in 
coordination  with  the  COO. 


(b)  As  a  cooperating  agency,  AFRH 
participates  in  the  NEPA  process  as 
requested  by  the  lead  agency ,  in 
accordance  with  40  CFR  1501.6  of  the 
CEQ  regulations.  Tasks  may  include 
participating  in  meetings  and  providing 
specific  information  relevant  to  the 
matters  over  which  it  has  jurisdiction  by 
law  or  expertise. 

(c)  AFRH  comments  shall  be  prepared 
in  consultation  with,  or  by,  the  Master 
Planner. 

(d)  The  responsible  AFRH  official 
may  provide  comments  and/or  reviews 
of  another  agency’s  NEPA  documents, 
and/or  other  Federal  and  State 
environmental  documents. 

(e)  AFRH  comments  shall  be  provided 
in  accordance  with  40  CFR  1503.3. 

Appendix  A  to  Part  200:  Categorical 
Exclusions 

A.l  Purpose 

The  purpose  of  Categorical  Exclusions 
(CATEXs)  is  to  limit  extensive  NEPA  analysis 
to  those  actions  that  may  be  major  Federal 
actions  significantly  affecting  the  quality  of 
the  human  environment,  thus  saving  time, 
effort,  and  taxpayer  dollars. 

A.2  Definition  , 

An  action  is  categorically  excluded  from 
the  requirement  to  prepare  an  EA  or  an  EIS 
if  it  meets  the  following  definition: 

“Categorical  exclusion”  means  a  category 
of  actions  which  do  not  individually  or 
cumulatively  have  a  significant  effect  on  the 
human  environment  and  which  have  been 
found  to  have  no  such  effect  in  procedures 
adopted  by  a  Federal  agency  in 
implementation  of  these  regulations  and  for 
which,  therefore,  neither  an  environmental 
assessment  nor  an  environmental  impact 
statement  is  required.  An  agency  may  decide 
in  its  procedures  or  otherwise,  to  prepare 
environmental  assessments  for  the  reasons 
stated  in  §  1508.9  even  though  it  is  not 
required  to  do  so.  Any  procedures  under  this 
section  shall  provide  for  extraordinary 
circumstances  in  which  a  normally  excluded 
action  may  have  a  significant  environmental 
effect.  (40  CFR  1508.4) 

AFRH  has  identified  two  types  of  CATEXs: 
(1)  The  CATEX,  which  does  not  require 
documentation  and  requires  completion  of  an 
environmental  checklist.  , 

A.3  CATEXs — Requires  No  Documentation 

The  following  CATEXs  require  no 
documentation. 

A.  3  (a)  Granting  a  lease  (i.e.,  outlease),  an 
easement,  license,  permit  (i.e.,  licenses  to 
Federal  entities),  or  other  arrangements  for 
Federal  or  non-Federal  use  of  AFRH 
controlled  real  property,  where  such  use  will 
remain  substantially  the  same  in  scope  and 
intensity.  '  t 

A.3(b)  Extensions  or  renewals  of  leases, 
licenses  or  permits  (i.e.,  licenses  to  Federal 
entities)  or  succeeding  leases,  easements, 
licenses  or  permits  whether  AFRH  is  acting 
as  grantor  or  grantee  and  there  is  no  change 
in  use  of  the  facility. 
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A.3(c)  Repair  and  alteration  projects 
involving,  but  not  adversely  affecting, 
properties  listed  on  or  eligible  for  the 
National  Register  of  Historic  Places. 

A.  3(d)  Repair  to  or  replacement  in  kind  of 
equipment  or  components  in  AFRH- 
controlled  facilities  without  change  in 
location,  e.g.  HVAC,  electrical  distribution 
systems,  windows,  doors  or  roof. 

A.3(e)  Disposal  or  other  disposition  of 
claimed  or  unclaimed  personal  property  of 
deceased  persons. 

A. 3(f)  Supportive  services  that  include 
health  care  and  housing  services,  permanent 
housing  placement,  day  care,  nutritional 
services,  collection  of  payment  for  services, 
short-term  payments  for  rent/mortgage/utility 
costs,  and  assistance  in  gaining  access  to 
local,  State,  and  Federal  government  benefits 
and  services. 

A.3(g)  Normal  personnel,  fiscal,  and 
administrative  activities  involving  civilian 
personnel  (recruiting,  processing,  paying, 
and  records  keeping). 

A.  3(h)  Routine  or  minor  facility 
maintenance,  custodial,  and  groundskeeping 
activities  such  as  window  washing,  lawn 
mowing,  trash  collecting,  and  snow  removal 
that  do  nOt  involve  environmentally  sensitive 
•  areas  (such  as  eroded  areas,  wetlands, 
cultural  sites,  or  areas  with  endangered/ 
threatened  species). 

A.3(i)  Environmental  Site  Assessment 
activities  under  RCRA  and  CERCLA; 

A.3(j)  Geological,  geophysical, 
geochemical,  and  engineering  surveys  and 
mapping,  including  the  establishment  of 
survey  marks; 

A.3(k)  Installation  and  operation  of 
ambient  air  and  noise  monitoring  equipment 
that  does  not  include  constructing  or  erecting 
towers; 

A.3(l)  Routine  procurement  of  goods  and 
services  (complying  with  applicable 
procedures  for  sustainable  or  “green” 
procurement)  to  support  operations  and 
infrastructure,  including  routine  utility 
services  and  contracts. 

A.3(m)  Routine  movement/relocations  of 
residents  on  site. 

A.4  CATEXs  Requiring  Documentation 

The  following  are  categorical  exclusions 
that  require  preparation  of  a  checklist  to 
ensure  that  no  extraordinary  circumstances 
exist  that  would  require  preparation  of  an  EA 
or  EIS.  Checklists  may  be  obtained  from  the 
Master  Planner  at  3700  North  Capitol  Street, 
NW.,  Washington,  DC  20011, 

A.4(a)  Expansion  or  improvement  of  an 
existing  facility  where  all  of  the  following 
conditions  are  met: 

A.4(a)(l)  The  structure  and  proposed  use 
are  substantially  in  compliance  with  local 
planning  and  zoning  and  any  applicable 
State  or  Federal  requirements; 

A.4(a)(2)  The  proposed  use  will  only 
slightly  increase  the  number  of  motor 
vehicles  at  the  facility; 

A.4(a)(3)  The  site  and  the  scale  of 
construction  are  consistent  with  those  of 
existing  adjacent  or  nearby  buildings;  and 

A.4(a)(4)  There  is  no  evidence  of 
environmental  controversy. 

A.4(b)  Transfer  or  disposal  of  real 
property  to  State  or  local  agencies  for 


preservation  or  protection  of  wildlife 
conservation  and  historic  monument 
purposes. 

A.4(c)  Disposal  of  fixtures,  related 
personal  property,  demountable  structures, 
and  transmission  lines  in  accordance  with 
management  requirements. 

A.4(d)  Disposal  of  properties  where  the 
size,  area,  topography,  and  zoning  are  similar 
to  existing  surrounding  properties  and/or 
where  current  and  reasonable  anticipated 
uses  are  or  would  be  similar  to  current 
surrounding  uses  (e.g.,  commercial  store  in  a 
commercial  strip,  warehouse  in  an  urban 
complex,  office  building  in  downtown  area, 
row  house  or  vacant  lot  in  an  urban  area). 

A. 4(e)  Demolition,  removal  and  disposal 
of  debris  from  the  demolition  or 
improvement  of  buildings  and  other 
structures  neither  on  nor  eligible  for  listing 
on  the  National  Register  of  Historic  Places 
and  when  under  applicable  regulations  (i.e., 
removal  of  asbestos,  polychlorinated 
biphenyls  (PCBs),  and  other  hazardous 
material)  when  other  environmental  laws  and 
regulations  will  be  satisfied  prior  to 
demolition,  removal  and  disposal. 

A. 4(f)  Relocations  and  realignments  of 
employees  and/or  residents  from  one 
geographic  area  to  another  that:  Fall  below 
the  thresholds  for  reportable  actions  and  do 
not  involve  related  activities  such  as 
construction,  renovation,  or  demolition 
activities  that  would  otherwise  require  an  EA 
or  an  EIS  to  impellent.  This  includes 
reorganization  and  reassignments  with  no 
changes  in  employee  and/or  resident  status, 
and  routine  administrative  reorganizations 
and  consolidations. 

Appendix  B  to  Part  200:  The  Action 
Requiring  an  Environmental 
Assessment 

The  following  actions  are  not  considered  to 
be  major  Federal  actions  significantly 
affecting  the  quality  of  the  human 
environment  and;  therefore,  require  an 
Environmental  Impact  Statement  (EIS)  nor 
are  considered  a  categorical  exclusion  as 
defined  in  these  regulations  and  would 
require  the  preparation  of  an  Environmental 
Assessment  (EA): 

B. l  Construction  on  previously  disturbed 
property  where  there  is  the  potential  for  a 
increase  in  traffic  and  people. 

Appendix  C  to  Part  200:  Actions 
Requiring  Environmental  Impact 
Statement 

The  following  actions  are  considered  to  be 
major  Federal  actions  significantly  affecting 
the  quality  of  the  human  environment,  and 
therefore  must  be  the  subjects  of  EIS,  as 
indicates  may  have  significant  environmental 
effects: 

C. l  Acquisition  of  space  by  Federal 
construction  or  lease  construction,  or 
expansion  or  improvement  of  an  existing 
facility,  where  one  or  more  of  the  following 
applies: 

C.l  (a)  The  structure  and/or  proposed  use 
are  not  substantially  consistent  with  local 
planning  and  zoning  or  any  applicable  State 
or  Federal  requirements. 


C.l(b)  The  proposed  use  will 
substantially  increase  the  number  of  motor 
vehicles  at  die  facility. 

C.l(c)  The  site  and  scale  of  construction 
are  not  consistent  with  those  of  existing 
adjacent  or  nearby  buildings. 

C.l(d)  There  is  evidence  of  current  or 
potential  environmental  controversy. 

C.2  Space  acquisition  programs  projected 
for  a  substantial  geographical  area  (e.g.,  a 
metropolitan  area)  for  a  3-to-5-year  period  or 
greater  (Note:  A  Programmatic  EIS  is  often 
appropriate  here,  from  which  subsequent 
EISs  and  EAs  can  be  tiered). 

Dated:  August  21,  2009. 

Timothy  Cox, 

Chief  Operating  Officer. 

(FR  Doc.  E9-20674  Filed  8-26-09;  8:45  am] 
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Approval  and  Promulgation  of  Air 
Quality  Implementation  Plans;  West 
Virginia;  Determination  of  Clean  Data 
for  the  1997  Fine  Particulate  Matter 
Standard 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Proposed  rule;  correction. 

SUMMARY:  This  document  corrects  an 
omission  in  the  preamble  language  of 
the  notice  of  proposed  rulemaking 
(NPR)  to  determine  that  the  West 
Virginia  portions  of  three  nonattainment 
areas  for  the  1997  fine  particulate 
(PM2.5)  National  Ambient  Air  Quality 
Standard  (NAAQS)  have  clean  data  for 
the  1997  PM2.5  NAAQS. 

DATES:  Written  comments  must  be 
received  on  or  before  August  31,  2009. 
ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  Number  EPA- 
R03-OAR-2009-0547  by  one  of  the 
following  methods: 

A.  http://www.regulations.gov:  Follow 
the  on-line  instructions  for  submitting 
comments. 

B.  E-mail: 

fernandez.cristina@epa.gov. 

C.  Mail:  EPA-R03-OAR-2009-0547, 
Cristina  Fernandez,  Chief,  Air  Quality 
Planning  Branch,  Mailcode  3AP21,  U.S. 
Environmental  Protection  Agency, 
Region  III,  1650  Arch  Street, 
Philadelphia,  Pennsylvania  19103. 

D.  Hand  Delivery:  At  the  previously 
listed  EPA  Region  III  address.  Such 
deliveries  are  only  accepted  during  the 
Docket’s  normal  hours  of  operation,  and 
special  arrangements  should  be  made 
for  deliveries  of  boxed  information. 
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Instructions:  Direct  your  comments  to 
Docket  ID  No.  EPA-R03-OAR-2009- 
0547.  EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  public 
docket  without  change,  and  may  be 
made  available  online  at 
www.regulations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  www.regulations.gov 
or  e-mail.  The  www.regulations.gov  Web 
site  is  an  “anonymous  access”  system, 
which  means  EPA  will  not  know  your 
identity  or  contact  information  unless 
you  provide  it  in  the  body  of  your 
comment.  If  you  send  an  e-mail 
comment  directly  to  EPA  without  going 
through  www.regulations.gov,  your  e- 
mail  address  will  be  automatically 
captured  and  included  as  part  of  the 
.comment  that  is  placed  in  the  public 
docket  and  made  available  on  the 
Internet.  If  you  submit  an  electronic 
comment,  EPA  recommends  that  you 
include  your  name  and  other  contact 
information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  free  of  any  defects 
or  viruses. 

Docket:  All  documents  in  the 
electronic  docket  are  listed  in  the 
www.regulations.gov  index.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  i.e.,  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
is  not  placed  on  the  Internet  and  will  be 
publicly  available  only  in  hard  copy 
form. 

Publicly  available  docket  materials 
are  available  either  electronically  in 
www.regulations.gov  or  in  hard  copy 
during  normal  business  hours  at  the  Air 
Protection  Division,  U.S.  Environmental 
Protection  Agency,  Region  III,  1650 
Arch  Street,  Philadelphia,  Pennsylvania 
19103. 

FOR  FURTHER  INFORMATION  CONTACT: 

Marilyn  Powers,  at  (215)  814-2308,  or 
by  e-mail  at  powers.marilyn@epa.gov. 
SUPPLEMENTARY  INFORMATION:  On  July 
31,  2009  (74  FR  38154),  EPA  published 
an  NPR  to  determine  that  the  West 
Virginia  portions  of  three  nonattainment 
areas  have  clean  data  for  the  1997  PM2.5 
NAAQS.  In  the  preamble  of  this 


document,  EPA  inadvertently  omitted  a 
partial  county  that  is  part  of  the  West 
Virginia  portion  of  the  Parkersburg- 
Marietta  WV-OH  nonattainment  area. 
This  action  corrects  the  omission  of  the 
Grant  Tax  District  in  Pleasants  County 
as  part  of  the  West  Virginia  portion  of 
the  nonattainment  area. 

Statutory  and  Executive  Order  Reviews 

Under  the  Clean  Air  Act,  the 
Administrator  is  required  to  approve  a 
SIP  submission  that  complies  with  the 
provisions  of  the  Act  and  applicable 
Federal  regulations.  42  U.S.C.  7410(k); 

40  CFR  52.02(a).  Thus,  in  reviewing  SIP 
submissions,  EPA’s  role  is  to  approve 
state  choices,  provided  that  they  meet 
the  criteria  of  the  Clean  Air  Act. 
Accordingly,  this  action  merely 
proposes  to  approve  state  law  as 
meeting  Federal  requirements  and  does 
not  impose  additional  requirements 
beyond  those  imposed  by  state  law.  For 
that  reason,  this  proposed  action: 

•  Is  not  a  “significant  regulatory 
action”  subject  to  review  by  the  Office 
of  Management  and  Budget  under 
Executive  Order  12866  (58  FR  51735, 
October  4, 1993); 

•  Does  not  impose  an  information 
collection  burden  under  the  provisions 
of  the  Paperwork  Reduction  Act  (44 
U.S.C.  3501  et  seq.); 

•  Is  certified  as  not  having  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.); 

•  Does  not  contain  any  unfunded 
mandate  or  significantly  or  uniquely 
affect  small  governments,  as  described 
in  the  Unfunded  Mandates  Reform  Act 
of  1995  (Pub.  L.  104-4); 

•  Does  not  have  Federalism 
implications  as  specified  in  Executive 
Order  13132  (64  FR  43255,  August  10, 
1999); 

•  Is  not  an  economically  significant 
regulatory  action  based  on  health  or 
safety  risks  subject  to  Executive  Order 
13045  (62  FR  19885,  April  23,  1997); 

•  Is  not  a  significant  regulatory  action 
subject  to  Executive  Ordet  13211  (66  FR 
28355,  May  22,  2001); 

•  Is  not  subject  to  requirements  of 
Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (15  U.S.C.  272  note)  because 
application  of  those  requirements  would 
be  inconsistent  with  the  Clean  Air  Act; 
and 

•  Does  not  provide  EPA  with  the 
discretionary  authority  to  address,  as 
appropriate,  disproportionate  human 
health  or  environmental  effects,  using 
practicable  and  legally  permissible 
methods,  under  Executive  Order  12898 
(59  FR  7629,  February  16,  1994). 


In  addition,  this  correction  to  the 
proposed  determination  that  the  West 
Virginia  portions  of  the  Hagerstown- 
Martinsburg,  Parkersburg-Marietta,  and 
Wheeling  nonattainment  areas  have 
clean  data  for  the  1997  PM2.5  standard 
does  not  have  tribal  implications  as 
specified  by  Executive  Order  13175  (65 
FR  67249,  November  9,  2000),  because 
the  SIP  is  not  approved  to  apply  in 
Indian  country  located  in  the  state,  and 
EPA  notes  that  it  will  not  impose 
substantial  direct  costs  on  tribal 
governments  or  preempt  tribal  law. 

Correction 

In  rule  document  E9-18393,  on  page 
38154,  in  the  issue  of  July  31,  2009,  the 
second  sentence  of  the  Summary  is 
corrected  to  read:  “These  are  Berkeley 
County,  part  of  the  Hagerstown- 
Martinsburg  MD-WV  nonattainment 
area;  Wood  County  and  the  Grant  Tax 
District  in  Pleasants  County,  part  of  the 
Parkersburg-Marietta  WV-OH 
nonattainment  area;  and  Marshajl 
County  and  Ohio  County,  part  of  the 
Wheeling  WV-OH  nonattainment  area, 
hereinafter  referred  to  in  this  notice  as 
the  West  Virginia  portions  of  the 
Hagerstown-Martinsburg,  Parkersburg- 
Marietta,  and  Wheeling  PM2.5 
nonattainment  areas.” 

Also,  on  page  38156,  the  last  sentence 
of  Section  III  is  corrected  to  read:  “The 
Hagerstown-Martinsburg  nonattainment 
area  (Berkeley  County,  WV  and 
Washington  County,  MD),  the 
Parkersburg-Marietta  nonattainment 
area  (Wood  County,  WV,  the  Grant  Tax 
District  in  Pleasants  County,  WV,  and 
Washington  County,  OH),  and  the 
Wheeling  nonattainment  area  (Marshall 
County,  WV,  Ohio  County,  WV,  and 
Belmont  County,  OH)  were  designated 
nonattainment  for  the  1997  PM2.5 
NAAQS  (see  40  CFR  part  81).” 

Dated:  August  19,  2009. 

William  C.  Early, 

Acting  Regional  Administrator,  Region  III. 
[FR'Doc.  E9-20735  Filed  8-26-09;  8:45  am] 
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ACTION:  Proposed  rule. 


SUMMARY:  Under  the  Clean  Air  Act,  EPA 
is  proposing  to  grant  requests  by  the 
State  of  California  to  reclassify  the 
following  four  areas  designated  as 
nonattainment  for  the  1997  &-hour 
ozone  national  ambient  air  quality 
standard:  the  San  Joaquin  Valley  area 
from  "serious”  to  “extreme,”  the  South 
Coast  Air  Basin  area  from  “severe-17”  to 
“extreme,”  and  the  Coachella  Valley 
and  Sacramento  Metro  areas  from 
“serious”  to  “severe-15.” 

In  connection  with  the 
reclassifications,  EPA  is  proposing  to 
establish  a  deadline  of  no  later  than  12 
months  from  the  effective  date  of 
reclassification  for  submittal  of 
revisions  to  the  Coachella  Valley  and 
Sacramento  Metro  area  portions  of  the 
California  State  Implementation  Plan 
(SIP)  to  meet  certain  additional 
requirements  for  “severe-15”  8-hour 
ozone  nonattainment  areas.  EPA  has 
already  received  SIP  revision  submittals 
addressing  most  of  the  additional  SIP 
requirements  for  these  two  areas  and 
has  received  all  of  the  related  SIP 
revision  submittals  for  San  Joaquin 
Valley  and  the  South  Coast  Air  Basin. 
The  Agency  is  not  proposing  a  SIP 
fevision  schedule  for  any  SIP 
requirements  for  which  SIP  submittals 
have  already  been  received. 

A  number  of  Indian  tribes  have  Indian 
country 1  located  within  the  boundaries 
of  the  affected  areas.  The  State  of 
California  is  not  approved  to  administer 
any  Clean  Air  Act  programs  in  Indian 
country,  and  the  relevant  Indian  tribes 
have  not  applied  for  eligibility  to 
administer  programs  under  the  Clean 
Air  Act  for  their  areas.  In  these 
circumstances,  EPA  implements 
relevant  reclassification  provisions  of 
the  Clean  Air  Act  in  these  Indian 
country  areas  and  is  proposing  that 
these  areas  be  reclassified  in  keeping 
with  the  classifications  of 
nonattainment  areas  within  which  they 
are  located.  In  connection  with  this 
proposed  action,  EPA  has  notified  the 
affected  tribal  leaders  and  has  invited 
consultation  with  interested  tribes. 


1  “Indian  country”  as  defined  at  18  U.S.C.  1151 
refers  to:  “(a)  All  land  within  the  limits  of  any 
Indian  reservation  under  the  jurisdiction  of  the 
United  States  Government,  notwithstanding  the 
issuance  of  any  patent,  and,  including  rights-of-way 
running  through  the  reservation,  (b)  ail  dependent 
Indian  communities  within  the  borders  of  the 
United  States  whether  within  the  original  or 
subsequently  acquired  territory  thereof,  and 
whether  within  or  without  the  limits  of  a  state,  and 
(c)  all  Indian  allotments,  the  Indian  titles  to  which 
have  not  been  extinguished,  including  rights-of-way 
running  through  the  same.” 


DATES:  Written  comments  must  be 
received  on  or  before  September  28, 

2009. 

ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  No.  EPA-R09- 
OAR-2008-0467,  by  one  of  the 
following  methods: 

1.  http://www.regulations.gov:  Follow 
the  on-line  instructions  for  submitting 
comments. 

2.  E-mail:  mays.rory@epa.gov. 

3.  Fax:415-947-3579. 

4.  Mail  or  deliver:  Rory  Mays  (AIR-2), 
U.S.  Environmental  Protection  Agency, 
Region  IX,  75  Hawthorne  Street,  San 
Francisco,  CA  94105-3901. 

Instructions:  All  comments  will  be 
included  in  the  public  docket  without 
change  and  may  be  made  available 
online  at  http://www.regulations.gov, 
including  any  personal  information 
provided,  unless  the  comment  includes 
Confidential  Business  Information  (CBI) 
or  other  information  whose  disclosure  is 
restricted  by  statute.  Information  that 
you  consider  CBI  or  otherwise  protected 
should  be  clearly  identified  as  such  and 
should  not  be  submitted  through  the 
http:/ /wu'w. regulations. gov  or  e-mail. 
http://www.regulations.gov  is  an 
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I.  What  is  the  subject  matter  of  this 
proposed  rule? 

Today’s  proposed  rule  provides  EPA’s 
response  to  requests  by  a  state  for 
voluntary  reclassifications,  under 
section  181(b)(3)  of  the  Clean  Air  Act 
(CAA  or  “Act”),  for  certain  areas 
designated  as  nonattainment  for  the 
1997  8-hour  ozone  national  ambient  air 
quality  standard.  Specifically,  the  State 
of  California  has  requested 
reclassification  to  higher  classifications 
for  four  8-hour  ozone  nonattainment 
areas.  These  areas  include  San  Joaquin 
Valley,  South  Coast  Air  Basin,  Coachella 
Valley,  and  Sacramento  Metro.  We  are 
reviewing  these  requests  under  section 
181(b)(3)  of  the  Clean  Air  Act,  which 
provides  for  “voluntary  reclassification” 
and  states:  “The  Administrator  shall 
grant  the  request  of  any  State  to 
reclassify  a  nonattainment  area  in  that 
State  in  accordance  with  Table  1  of 
subsection  (a)  of  this  section  to  a  higher 
classification.  The  Administrator  shall 
publish  a  notice  in  the  Federal  Register 
of  any  such  request  and  of  action  by  the 
Administrator  granting  the  request.”  See 
40  CFR  51.903(b)  (“A  State  may  request 
a  higher  classification  for  any  reason  in 
accordance  with  section  181(b)(3)  of  the 
CAA”)  and  40  CFR  51.903(a)  Table  1. 
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II.  What  is  the  background  for  this 
proposed  action? 

A.  What  are  the  National  Ambient  Air 
Quality  Standards? 

The  CAA  requires  EPA  to  establish  a 
National  Ambient  Air  Quality  Standard 
(NAAQS)  for  certain  pervasive 
pollutants  that  “may  reasonably  be 
anticipated  to  endanger  public  health 
and  welfare”  and  to  develop  a  primary 
and  secondary  standard  for  each 
NAAQS.  The  primary  standard  is 
designed  to  protect  public  health  with 
an  adequate  margin  of  safety  and  the 
secondary  standard  is  designed  to 
protect  public  welfare  and  the 
environment.  EPA  has  set  NAAQS  for 
six  common  air  pollutants,  referred  to  as 
criteria  pollutants:  carbon  monoxide, 
lead,  nitrogen  dioxide,  ozone, 
particulate  matter,  and  sulfur  dioxide. 
These  standards  present  state  and  local 
governments  with  the  air  quality  levels 
an  area  must  meet  to  comply  with  the 
CAA. 

B.  What  is  the  standard  for  8-hour 
ozone? 

Ozone  is  a  gas  composed  of  three 
oxygen  atoms.  It  is  not  usually  emitted 
directly  into  the  air,  but  at  ground  level 
is  created  by  a  chemical  reaction 
between  volatile  organic  compounds 
(VOC)  and  oxides  of  nitrogen  (NOx)  in 
the  presence  of  sunlight.  On  July  18, 
1997,  EPA  promulgated  an  8-hour  ozone 
standard  of  0.08  parts  per  million  (ppm) 
to  replace  the  less-protective  0.12  ppm 
1-hour  ozone  standard  that  was 
established  by  EPA  in  1979.  We  revoked 
the  1-hour  ozone  standard  effective  June 
15,  2005.  See  40  CFR  50.9(b)  and  69  FR 
23858  (April  30,  2004).  Under  EPA 
regulations  at  40  CFR  part  50,  the  8-hour 
ozone  standard  is  attained  when  the  3- 
year  average  of  the  annual  foprth 
highest  daily  maximum  8-hour  average 
ozone  concentrations  is  less  than  or 
equal  to  0.08  ppm  (i.e.v  0.084  ppm  when 
rounding  is  consideied).  (See  69  FR 
23858,  April  30,  2004,  for  further 
information).2 

C.  What  is  a  SIP  and  how  does  it  relate 
to  the  NAAQS  for  8-hour  ozone? 

Section  110  of  the  CAA  requires  states 
to  develop  air  pollution  regulations  and 
control  strategies  to  ensure  that  air 
quality  meets  the  NAAQS  established 
by  EPA.  Each  state  must  submit  these 


2  Today’s  proposed  rule  deals  with  the 
classifications  and  SIP  obligations  associated  with 
the  8-hour  ozone  NAAQS  promulgated  in  1997.  On 
March  27,  2008,  EPA  revised  the  level  of  the  8-hour 
ozone  standard  to  0.075  ppm.  See  73  FR  16436  for 
further  information.  Designations,  classifications, 
and  SIP  obligations  under  the  2008  revised  ozone 
standard  will  be  addressed  separately  in  future  EPA 
rulemakings. 


regulations  and  control,  strategies  to  EPA 
for  approval  and  incorporation  into  the 
Federally-enforceable  State 
Implementation  Plan,  or  SIP.  Each  SIP 
protects  air  quality  primarily  by 
addressing  air  pollution  at  its  point  of 
origin.  These  SIPs  can  be  extensive. 

They,  may  contain  state  regulations  or 
other  enforceable  documents  and 
supporting  information  such  as 
emission  inventories,  monitoring 
networks,  and  modeling 
demonstrations. 

We  promulgated  final  rules  to 
implement  the  1997  8-hour  ozone 
NAAQS  in  two  phases.  The  Phase  1 
rule,  which  was  issued  on  April  30, 

2004  (69  FR  23951),  establishes,  among 
other  things,  the  classification  structure 
and  corresponding  attainment 
deadlines,  as  well  as  the  anti¬ 
backsliding  principles  for  the  transition 
from  the  1-hour  ozone  standard  to  the 
8-hour  ozone  standard. 

However,  on  December  22,  2006,  the 
U.S.  Court  of  Appeals  for  the  District  of 
Columbia  Circuit  vacated  EPA’s  Phase  1 
rule.  See  South  Coast  Air  Quality 
Management  Dist.  v.  EPA,  472  F.3d  882 
(D.C.  Cir.  2006).  On  June  8,  2007,  in 
response  to  several  petitions  for 
rehearing,  the  D.C.  Circuit  clarified  that 
the  Phase  1  rule  was  vacated  only  with 
regard  to  those  parts  of  the  rule  that  had 
been  successfully  challenged.  See  South 
Coast  Air  Quality  Management  Dist.  v. 
EPA,  489  F.3d  1245  (D.C.  Cir.  2007). 

The  provisions  of  the  Phase  1  rule  that 
are  directly  relevant  for  the  purposes  of 
this  proposed  rule  were  not  among  the 
provisions  that  were  successfully 
challenged,  and  they  remain  effective. 
Such  provisions  include  the 
classifications  for  areas  under  Title  I, 
Part  D,  subpart  2  of  the  CAA  and  the 
related  8-hour  ozone  standard 
attainment  dates. 

The  Phase  2  rule,  which  was  issued 
on  November  29,  2005  (70  FR  71612), 
addresses  the  remaining  SIP  obligations 
for  the  1997  8-hour  ozone  NAAQS, 
including  the  SIP  elements  associated 
with  reasonably  available  control 
technology  (RACT),  reasonably  available 
control  measures  (RACM),  reasonable 
further  progress  (RFP),  modeling  and 
attainment  demonstrations,  new  source 
review  (NSR),  vehicle  inspection  and 
maintenance  programs  (I/M),  and 
contingency  measures  (for  failure  to 
meet  RFP  and  the  attainment  date). 

In  March  2008,  EPA  found  that  some 
ozone  nonattainment  areas  in  the  nation 
had  failed  to  submit  attainment 
demonstrations,  Reasonable  Further 
Progress  (RFP)  plans,  and  Reasonably 
Available  Control  Technology  (RACT) 
SIPs.  See  73  FR  15416  (March  24,  2008). 
For  three  California  8-hour  ozone 


nonattainment  areas  (Sacramento  Metro, 
Ventura  County  and  Western  Mojave 
Desert),  we  found  that  the  areas  had  not 
submitted,  either  in  part  or  in  full,  the 
RFP  plans  that  applied  by  virtue  of  their 
current  ozone  classification  (i.e.,  prior  to 
reclassification).  See  letter  dated  March 
17,  2008  from  Wayne  Nastri,  Regional 
Administrator,  EPA-Region  IX,  to  Mary 

D.  Nichols,  Chairman,  California  Air 
Resources  Board. 

Since  our  March  17,  2008  findings 
(published  in-  the  Federal  Register  on 
March  24,  2008),  the  State  of  California 
has  submitted  the  necessary  RFP  plans 
for  all  three  areas  (i.e.,  Sacramento 
Metro,  Ventura  County  and  Western 
Mojave  Desert).  By  letters  dated 
September  19,  2008,  October  2,  2008, 
and  October  2,  2008,  respectively,  we 
notified  California  that  we  had  found 
the  Sacramento  Metro,  Ventura  County 
and  Western  Mojave  Desert  plans  that 
were  submitted  on  the  dates  listed 
above  to  be  complete  and  that  the 
related  sanctions  clocks  begun  on  March 
24,  2008  had  been  permanently  stopped. 
See  letters  from  Deborah  Jordan, 
Director,  Air  Division,  EPA-Region  IX 
to  James  Goldstene,  Executive  Officer, 
California  Air  Resources  Board,  dated 
September  19,  2008,  October  2,  2008, 
and  October  2,  2008,  respectively. 

D.  What  are  the  affected  California  8- 
hour  ozone  nonattainment  areas,  what 
are  their  current  classifications,  and 
what  is  the  status  of  their  SIP 
submittals? 

1.  Affected  Areas  and  Their  Current 
Classifications 

Effective  June  15,  2004,  we  designated 
nonattainment  areas  for  the  1997  8-hour 
ozone  NAAQS.  At  the  same  time,  we 
assigned  classifications  to  many  of  these 
areas  based  upon  their  ozone  “design 
value,”  in  accordance  with  the  structure 
of  Part  D,  subpart  2  of  Title  I  of  the 
Clean  Air  Act.3  See  69  FR  23858  (April 
30,  2004)  and  40  CFR  51.903(a).  The  8- 
hour  ozone  designations  and 
classifications  for  California  areas  are 
codified  at  40  CFR  81.305. 
Classifications  for  four  of  those  8-hour 
ozone  nonattainment  areas  are  affected 
by  this  proposal.  As  noted  previously, 
these  four  areas  (and  their  current 
classifications)  are  as  follows:  San 
Joaquin  Valley  (serious),  South  Coast 
Air  Basin  (severe-17),  Coachella  Valley 
(serious),  and  Sacramento  Metro 
(serious). 

2.  Status  of*SIP  Submittals 

Table  1  presents  the  1-hour  ozone 
classification  (i.e.,  at  the  time  of 


3  The  design  value  for  8-hour  ozone  is  defined  at 
40  CFR  51.900(d). 
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designation  for  the  8-hour  ozone 
NAAQS)  for  each  of  the  four  areas  along 
with  each  area’s  corresponding  current 
and  requested  8-hour  ozone 
classification.  A  comparison  of  each 
area’s  classification  under  the  1-hour 
ozone  standard  with  the  area’s 
classification  under  the  8-hour  ozone 
standard  (i.e.,  when  reclassified)  shows 
that  the  affected  areas  would,  upon 


reclassification,  essentially  be  returning 
to  their  respective  classifications  under 
the  1-hour  standard.4  As  a  result,  many 
SIP  submittal  requirements  for  these 
areas  have  already  been  met.  Most 
ozone  requirements  for  these  areas  were 
addressed  in  the  1990s  in  response  to 
the  CAA  Amendments  of  1990,  as  well 
as  in  response  to  previous  ozone  . 
reclassifications  under  the  1-hour 


standard.  In  the  paragraphs  that  follow 
Table  1,  we  discuss  the  status  of 
relevant  SIP  submittals  for  each  of  the  - 
four  areas.  In  this  instance,  the  term, 
“relevant  SIP  submittals,”  refers  to 
those  submittals  made  to  satisfy  the 
specific  additional  requirements 
triggered  by  reclassification,  not  those 
that  already  apply  by  virtue  of  an  area’s 
current  classification. 


Table  1— Existing  and  Future  Ozone  Classifications 


8-Hour  ozone  nonattainment  area 

1-Hour  ozone  classification 

Existing 

8-hour  ozone  classification 

Requested 

8-hour  ozone  classification 

San  Joaquin  Valley . 

Extreme  . 

Serious . 

Extreme. 

South  Coast  Air  Basin  . 

Extreme  . 

Severe-17  . 

Extreme. 

Coachella  Valley  . 

Severe-17  . . . 

Serious . 

Severe-15. 

Sacramento  Metro  . 

Severe-15  . 

Serious . 

Severe-15. 

San  Joaquin  Valley.  On  November  16, 
2007,  the  California  Air  Resources 
Board  (CARB)  requested  that  EPA 
reclassify  the  San  Joaquin  Valley  8-hour 
ozone  nonattainment  area  from 
“serious”  to  “extreme”.  This  request 
was  accompanied  by  a  submittal  of  a 
SIP  revision  addressing  certain 
additional  SIP  requirements  that  would 
apply  to  San  Joaquin  Valley  by  virtue  of 
reclassification  from  “serious”  to 
“extreme,”  including  RFP,  attainment 
demonstration,  contingency  measures, 
and  transportation  control  measures  to 
offset  emissions  from  growth  in  vehicle 
miles  traveled  (CAA  section 
182(d)(1)(A)).  On  June  18,  2009,  CARB 
submitted  a  RACT  SIP  for  San  Joaquin 
Valley  addressing  stationary  sources 
with  potentials  to  emit  10  tons  per  year 
of  VOC  or  NOx  or  more  (i.e.,  the 
threshold  for  “major  sources”  in 
“extreme”  ozone  nonattainment  areas). 
On  March  17,  2009,  CARB  submitted 
NSR  rules  consistent  with  the  proposed 
reclassification  of  this  area  to 
“extreme.”  CARB  has  previously 
submitted  SIP  revisions  for  San  Joaquin 
Valley  addressing  the  clean  fuels  for 
boilers  requirement  under  CAA  section 
182(e)(3)  and  the  major  stationary 
source  fees  requirement  under  CAA 
section  185.  See  74  FR  33933,  at  33945 


4  From  the  standpoint  of  SIP  submittal 
requirements,  there  is  no  distinction  between  the 
“severe-15”  classification  and  the  “severe-17” 
classification. 

5CARB’s  November  28,  2007  submittal  included 
an  attainment  demonstration  plan  as  a  “severe-15” 
area  for  Coachella  Valley,  but  included  the  RFP 
plan  for  informational  purposes  only,  effectively 
withholding  the  “severe-1 5”  RFP  plan  from 
submittal  to  EPA,  due  to  concerns  about  litigation 
and  EPA  policy  on  use  of  out-of-area  reductions  in 

RFP  plans.  CARB  subsequently  withdrew  this 
withholding  request  in  a  letter  to  EPA  dated 
February  19,  2008.  For  administrative  SIP' 
completeness  and  final  Agency  action  purposes, 
EPA  intends  to  treat  the  RFP  plan  for  Coachella 


(July  14,  2009)  and  74  FR  33950  (July 
14,  2009;  reproposed  August  19,  2009), 
respectively,  for  EPA  proposed  actions 
on  those  submittals. 

South  Coast  Air  Basin.  On  November 
28,  2007,  CARB  requested  that  EPA 
reclassify  the  South  Coast  Air  Basin  8- 
hour  ozone  nonattainment  area  from 
“severe-17”  to  “extreme.”  This  request 
was  accompanied  by  a  submittal  of  a 
SIP  revision  addressing  certain 
additional  SIP  requirements  that  would 
apply  to  the  South  Coast  Air  Basin  by 
virtue  of  reclassification  from  “severe- 
17”  to  “extreme,”  including  RFP, 
attainment  demonstration,  and 
contingency  measures.  CARB  submitted 
an  “extreme”  RACT  SIP  for  the  area  on 
January  31,  2007.  CARB  has  submitted 
NSR  rules  consistent  with  the  proposed 
reclassification  of  this  area  to 
“extreme.”  See  61  FR  64291  (December 
4,  1996)  for  information  regarding  South 
Coast  NSR  rules.  CARB  has  previously 
submitted  SIP  revisions  for  South  Coast 
Air  Basin  addressing  the  clean  fuels  for 
boilers  requirement  under  CAA  section 
182(e)(3).  See  61  FR  57775  (November  8, 
1996)  for  EPA’s  approval  of  the  rule 
submitted  to  satisfy  the  CAA  section 
182(e)(3)  requirement  in  the  South 
Coast. 


Valley  as  having  been  submitted  on  February  19, 
2008. 

6  On  May  20,  2008  (73  FR  29073),  EPA  took  final 
action  to  grant  the  State's  request  to  reclassify 
Ventura  County  from  “moderate”  to  “serious,” 
effective  June  19,  2008.  See  73  FR  29073  (May  20, 
2008).  In  our  May  20,  2008  final  rule,  we  stated  that 
we  will  propose  in  a  separate  document  a  schedule 
for  required  plan  submittals  for  Ventura  County 
under  the  new  classification.  However,  on  June  27, 
2008,  CARB  submitted  a  SIP  revision  for  Ventura 
County  addressing  certain  additional  SIP 
requirements  that  apply  to  Ventura  County  by 
virtue  of  reclassification  from  “moderate”  to 
“serious,"  including  RACT,  RFP,  attainment 
demonstration,  and  contingency  measures.  CARB 


Coachella  Valley.  In  that  same 
November  28,  2007  reclassification 
request  and  submittal,  CARB  requested 
that  EPA  reclassify  the  Coachella  Valley 
8-hour  ozone  nonattainment  area  from 
“serious”  to  “severe-15.”  The  state  has 
made  a  submittal  addressing  certain 
additional  SIP  requirements  that  would 
apply  to  Coachella  Valley  by  virtue  of 
reclassification  from  “'serious”  to 
“severe-15,”  including  RFP,  attainment 
demonstration,  contingency  measures, 
and  transportation  control  measures  to 
offset  emissions  from  growth  in  vehicle 
miles  traveled  (CAA  section 
182(d)(1)(A)).5  CARB  submitted  a 
“severe-15”  RACT  SIP  for  the  area  on 
January  31,  2007.  CARB  has  submitted 
NSR  rules  consistent  with  the  proposed 
reclassification  of  this  area  to  “severe- 
15.”  See  61  FR  64291  (December  4, 

1996)  for  information  regarding  NSR 
rules  that  apply  within  Coachella 
Valley.  CARB  has  not  yet  submitted  a 
SIP  revision  addressing  the  CAA  section 
185  fees  requirement  for  Coachella 
Valley. 

Sacramento  Metro.  By  letter  dated 
February  14,  2008,  CARB  requested  that 
EPA  reclassify  three  California  areas 
designated  nonattainment  for  the  8-hour 
ozone  standard:  Ventura  County,6 


has  previously  submitted  SIP  revisions  for  Ventura 
County  addressing  the  enhanced  monitoring 
requirement  under  CAA  section  182(c)(1),  the 
enhanced  vehicle  inspection  and  maintenance  (I/M) 
requirement  under  CAA  section  182(c)(3),  and  the 
clean-fuel  vehicles  requirement  under  CAA  section 
182(c)(4).  See  62  FR  1150  (January  8, 1997)  and  64 
FR  46849  (August  27, 1999)  for  EPA’s  approvals 
related  to  the  I/M  program  and  the  clean-fuel 
vehicles  requirement,  respectively.  In  addition, 
CARB  has  submitted  NSR  rules  consistent  with  the 
reclassification  of  this  area.  See  66  FR  76567 
(December  7,  2000)  for  EPA’s  approval  of  Ventura 
County’s  NSR  rules.  Since  CARB  has  submitted  SIP 
revisions  addressing  all  of  the  additional 
requirements  for  Ventura  County  that  apply  by 

Continued 
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Sacramento  Metro,7  and  Western 
Mojave  Desert.8  With  respect  to 
Sacramento  Metro,  CARB  requested 
reclassification  from  “serious”  to 
“severe-15.”  On  April  17,  2009,  CARB 
submitted  a  SIP  revision  for  the 
Sacramento  Metro  nonattainment  area 
addressing  certain  additional  SIP 
requirements  that  would  apply  to  the 
Sacramento  Metro  area  by  virtue  of 
reclassification  from  “serious”  to 
“severe-15,”  including  RFP,  attainment 
demonstration,  contingency  measures, 
and  transportation  control  measures  to 
offset  emissions  from  growth  in  vehicle 
miles  traveled  (CAA  section 
182(d)(1)(A)).  CARB  has  also  submitted 
“severe-15”  area  RACT  SIPs  (i.e., 
implementing  RACT  for  sources  with 
potential  to  emit  25  tons  per  year  of 
VOC  or  NOx  or  more)  for  all  air  districts 
within  the  Sacramento  Metro  area.  For 
New  Source  Review,  CARB  has 
submitted  a  “severe-15”  area  SIP  only 
for  the  Yolo-Solano  and  El  Dorado 
portions  of  the  Sacramento  Metro  area, 
and  CARB  has  submitted  a  SIP  revisi<?n 
addressing  the  CAA  section  185  fees 
requirement  only  for  the  Sacramento 
Metropolitan  AQMD  portion  of  the 
Sacramento  Metro  area.  See  68  FR 
51184  (August  26,  2003)  for  EPA’s 
approval  of  Sacramento  Metropolitan 
AQMD’s  fees  rule. 

E.  What  are  the  consequences  of 
reclassifications? 

By  granting  a  state’s  request  to 
reclassify  an  ozone  nonattainment  area 
to  a  higher  classification,  EPA  must 
address  submittal  deadlines  for  SIP 
requirements  that  have  become 
applicable  to  an  area  as  a  result  of  its 
higher  classification.  Such  SIP 
requirements  include  submittals  that 


virtue  of  reclassification  from  “moderate”  to 
“serious,”  we  will  not  be  proposing  a  schedule  for 
any  additional  SIP  revisions  for  Ventura  County  as 
a  “serious”  area  under  the  1997  8-hour  ozone 
standard. 

7  The  Sacramento  Metro  8-hour  ozone 
nonattainment  area  includes  all  of  Sacramento 
County  and  Yolo  County,  and  portions  of  El 
Dorado,  Placer,  Solano,  and  Sutter  Counties.  The 
applicable  air  districts  include  Sacramento 
Metropolitan  Air  Quality  Management  District. 
(AQMD),  Yolo-Solano  AQMD,  El  Dorado  County 
AQMD,  Placer  County  Air  Pollution  Control  District 
(APCD),  and  Feather  River  AQMD. 

8  CARB  has  requested  that  the  Western  Mojave 
Desert  8-hour  ozone  nonattainment  area  be 
reclassified  from  “moderate”  to  “severe-17.”  EPA 
will  take  action  on  CARB’s  reclassification  request 
for  Western  Mojave  Desert  in  a  separate  rulemaking. 


demonstrate  RACT  level  of  control  for 
all  stationary  sources  with  potentials  to 
emit  at  lower  “major  source”  emissions 
thresholds,  RFP,  and  attainment.  We 
note,  however,  that  while  the  state  is 
generally  provided  time  to  submit  SIP 
revisions,  there  are  certain  requirements 
that  would  be  triggered  upon  the 
effective  date  of  the  reclassification, 
such  as  lower  applicability  (or  “de 
minimis”)  thresholds  under  our  General 
Conformity  rule  (see  40  CFR 
93.153(b)(1)).  For  Federal  actions 
proposed  in  San  Joaquin  Valley,  the  de 
minimis  threshold  under  EPA’s  General 
Conformity  rule  would  drop  from  50 
tons  per  year  to  10  tons  per  year  for 
VOC  or  NOx.  In  the  South  Coast,  the  de 
minimis  threshold  would  drop  from  25 
to  10  tons  per  year.  In  Coachella  Valley 
and  Sacramento  Metro,  the  de  minimis 
threshold  would  drop  from  50  to  25  tons 
per  year.  See  40  CFR  93.153(b)(1). 

Under  EPA’s  General  Conformity  rule, 
Federal  agencies  bear  the  responsibility 
of  determining  conformity  of  actions  in 
nonattainment  and  maintenance  areas 
that  require  Federal  permits,  approvals, 
or  funding. 

In  regards  to  Title  V  operating  permit 
programs  and  the  requirements  for  SIPs 
regarding  review  of  new  or  modified 
major  stationary  sources  (“new  source 
review”),  the  reclassifications  proposed 
herein  would  not  lower  the  “major 
source”  applicability  thresholds 
required  in  a  revised  SIP  because  the 
statutory  thresholds  that  applied  by 
virtue  of  the  areas’  classifications  under 
the  1-hour  ozone  standard  continue  to  * 
apply  as  anti-backsliding  measures  for 
the  8-hour  ozone  standard  (see  South 
Coast  Air  Quality  Management  Dist.  v. 
EPA,  472  F.3d  882  (D.C.  Cir.  2006) 
rehearing  denied  489  F.3d  1245 
(clarifying  that  the  vacatur  was  limited 
to  the  issues  on  which  the  court  granted 
the  petitions  for  review)),  and  the  new 
8-hour  ozone  classification  for  each  of 
the  four  subject  areas,  as  reclassified, 
would  be  the  same  as  the  area’s 
corresponding  1-hour  ozone 
classification  (see  Table  1  above).9 


9  In  EPA’s  phase  1  ozone  implementation  rule, 
EPA  made  NSR  applicability  thresholds  dependent 
upon  the  status  and  classification  of  an  area  under 
the  8-hour  ozone  standard.  The  effect  of  the  ruling 
in  the  South  Coast  Air  Quality  Management  Dist. 
v.  EPA  case  is  to  restore  NSR  applicability 
thresholds  pursuant  to  the  classifications 
previously  in  effect  for  areas  designated 
nonattainment  for  the  1-hour  ozone  standard.  See 


III.  What  action  is  EPA  proposing? 

A.  Granting  the  State’s  Requests  for 
Reclassification 

We  find  that  the  plain  language  of 
section  181(b)(3)  mandates  that  we 
approve  voluntary  reclassification 
requests,10  and  thus,  EPA  intends  to 
take  final  action  granting  the  State’s 
request  for  the  following  voluntary 
reclassifications:  the  San  Joaquin  Valley 
area  from  “serious”  to  “extreme”;  the 
South  Coast  Air  Basin  area  from 
“severe-17”  to  “extreme”;  and  the 
Coachella  Valley  and  Sacramento  Metro 
areas  from  “serious”  to  “severe-15.” 
Upon  the  effective  date  of  a  final  action 
granting  the  reclassifications,  these  four 
areas  will  be  required  to  attain  the  8- 
hour  ozone  NAAQS  as  expeditiously  as 
practicable,  but  not  later  than  the 
applicable  maximum  attainment  period 
set  forth  in  40  CFR  51.903(a),  Table  1: 
June  15,  2024  for  San  Joaquin  Valley 
and  the  South  Coast  Air  Basin;  and  June 
15,  2019  for  Coachella  Valley  and 
Sacramento  Metro.11 

R.  Reclassification  of  Indian  Country 
1.  Affected  Tribes 

Table  2  lists  the  tribes  that  have 
Indian  country  geographically  located  in 
the  nonattainment  areas  at  issue  in  this 
proposal.  As  shown  in  Table  2,  21  tribes 
are  located  within  the  four  areas:  seven 
in  San  Joaquin  Valley,  seven  in  South 
Coast, .four  in  Coachella  Valley,  and  . 
three  in  Sacramento  Metro. 


EPA  memorandum  from  Robert  J.  Meyers,  “New 
Source  Review  (NSR)  Aspects  of  the  Decision  of  the 
U.S.  Court  of  Appeals  for  the  District  of  Columbia 
Circuit  on  the  Phase  1  Rule  to  Implement  the  8- 
Hour  Ozone  National  Ambient  Air  Quality 
Standards  (NAAQS),”  dated  October  3,  2007.  As 
provided  in  CAA  sections  501  and  502(a)  and  40 
CFR  70.2,  70.3(a),  71.2  and  71.3(a),  the  thresholds 
at  which  a  source  is  required  to  apply  for  and 
operate  a  Title  V  operating  permit  are  linked  to  the 
NSR  “major  source”  applicability  threshold. 

10  The  reclassification  requests  submitted  by 
CARB  do  not  explicitly  address  Indian  country 
located  within  the  various  ozone  nonattainment 
areas.  We  assume  that  CARB’s  request  relates  only 
to  the  portions  of  the  nonattainment  areas  that  lie 
outside  of  Indian  country. 

If  today’s  action  is  finalized  as  proposed,  the 
new  attainment  dates  would  apply  area-wide  to 
both  State  lands  and  Indian  country  located  therein, 
but  unlike  the  State  of  California,  the  Indian  tribes 
located  within  the  four  subject  areas  would  not  be 
subject  to  specific  plan  submittal  and 
implementation  deadlines  under  the  new  ozone 
classifications,  such  as  plan  submittals  discussed  in 
subsection  III.C  of  this  document. 
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Table  2— Indian  Tribes  Located  in  Areas  Subject  to  Reclassifications 


San  Joaquin  Valley 

South  Coast  ~ 

Coachella  Valley 

Sacramento  Metro 

Big  Sandy  Rancheria  of  Mono  Indi¬ 
ans  (including  the  Big  Sandy 
Rancheria). 

Cold  Springs  Rancheria  of  Mono  In¬ 
dians  (including  the  Cold  Springs 
Rancheria). 

North  Fork  Rancheria  of  Mono  Indi¬ 
ans  (including  the  North  Fork 
Rancheria). 

Picayune  Rancheria  of  Chukchansi 
Indians  (including  the  Picayune 
Rancheria). 

Santa  Rosa  Rancheria  Tachi  Yokut 
Tribe  (including  the  Santa  Rosa 
Rancheria). 

Table  Mountain  Rancheria  (includ¬ 
ing  the  Table  Mountain 
Rancheria). 

Tule  River  Indian  Tribe  (including 
the  Tule  River  Reservation). 

Cahuilla  Band  of  Indians  (includ¬ 
ing  the  Cahuilla  Reservation). 

Morongo  Band  of  Mission  Indians 
(including  the  Morongo  Res¬ 
ervation). 

Pechanga  Band  of  Luiserio  Mis¬ 
sion  Indians  (including  the 
Pechanga  Reservation). 

Ramona  Band  of  Cahuilla  (includ¬ 
ing  the  Ramona  Band). 

Sap  Manuel  Band  of  Serrano 
Mission  Indians  (including  the 
San  Manuel  Reservation). 

Santa  Rosa  Band  of  Cahuilla  Mis¬ 
sion  Indians  (including  the 
Santa  Rosa  Reservation). 

Soboba  Band  of  Luiserio  Mission 
Indians  (including  the  Soboba 
Reservation). 

Agua  Caliente  Band  of  Cahuilla 
Indians  (including  the  Agua 
Caliente  Indian  Reservation). 

Augustine  Band  of  Cahuilla  Mis¬ 
sion  Indians  (including  the  Au¬ 
gustine  Reservation). 

Cabazon  Band  of  Mission  Indians 
(including  the  Cabazon  Res¬ 
ervation). 

Torres  Martinez  Desert  Cahuilla 
Indians  (including  the  Torres- 
Martinez  Reservation). 

United  Auburn  Indian  Community 
(including  the  Auburn 

Rancheria). 

Rumsey  Indian  Rancheria  of 
Wintun  Indians  (including  the 
Rumsey  Indian  Rancheria). 

Shingle  Springs  Band  of  Miwok 
Indians  [including  the  Shingle 
Springs  Rancheria  (Verona 
Tract)]. 

2.  Evaluation 

We  have  considered  the  relevance  of 
the  State’s  reclassification  requests  to 
reclassification  of  these  tribes’  Indian 
country  located  within  the  various 
nonattainment  areas.  Typically,  states 
are  not  approved  to  administer 
programs  under  the  CAA  in  Indian 
country,  and  California  has  not  been 
approved  by  EPA  to  administer  any 
CAA  programs  in  Indian  country.  CAA 
actions  in  Indian  country  would  thus 
generally  be  taken  either  by  EPA,  or  by 
an  eligible  Indian  tribe  itself  under  an 
EPA-approved  program.  In  this  instance, 
none  of  the  affected  tribes  has  applied 
under  CAA  section  301(d)  for  treatment- 
in-a-similar-manner-as-a-state  for 
purposes  of  reclassification  requests 
under  section  181(b)(3),  and  none 
operates  any  relevant  EPA-approved 
CAA  regulatory  program  ( e.g a  tribal 
implementation  plan).  In  addition,  the 
CAA  does  not  require  Indian  tribes  to 
develop  and  seek  approval  of  air 
programs,  and — pursuant  to  our 
authority  in  CAA  section  301(d) — EPA 
has  interpreted  relevant  CAA 
requirements  for  submission  of  air 
programs  as  not  applying  to  tribes.  See 
40  CFR  section  49.4.  In  these 
circumstances,  EPA  is  the  appropriate 
entity  to  administer  relevant  CAA 
programs  in  Indian  country.  EPA  is 
proposing  to  directly  administer  CAA 
section  181(b)(3)  and  reclassify  Indian 
country  geographically  located  in  the 
nonattainment  areas  that  are  the  subject 
of  the  State’s  reclassification  request, 
consistent  with  EPA’s  discretionary 
authority  in  CAA  sections  301(a)  and 
301(d)(4)  to  directly  administer  CAA 


programs  and  protect  air  quality  in 
Indian  country  through  federal 
implementation.  Section  301(a) 
authorizes  the  Administrator  “to 
prescribe  such  regulations  as  are 
necessary  to  carry  out  his  functions 
under  the  [the  Act.]”  Further,  section 
301(d)  provides: 

In  any  case  in  which  the  Administrator 
determines  that  the  treatment  of  Indian  tribes 
as  identical  to  States  is  inappropriate  or 
administratively  infeasible,  the 
Administrator  may  provide,  by  regulation, 
other  means  by  which  the  Administrator  will 
directly  administer  such  provision  so  as  to 
achieve  the  appropriate  purpose. 

While  tribes  may  choose  to  apply  for 
eligibility  to  adopt  implementation 
plans  and  seek  reclassification  of  their 
areas  in  a  manner  similar  to  states, 
tribes  need  not  do  so.  For  the  following 
reasons,  EPA  is  proposing  to  directly 
administer  section  181(b)(3)  and 
reclassify  these  Indian  country  areas  in 
order  to  avoid  inappropriate  and 
administratively  infeasible  results.12 

Ground-level  ozone  continues  to  be  a 
pervasive  pollution  problem  in  areas 
throughout  the  United  States.  Ozone 
and  precursor  pollutants  that  cause 
ozone  can  be  transported  throughout  a 


12  Consistent  with  this  discretionary  authority, 
EPA  is  also  authorized  to  promulgate  such  federal 
implementation  plan  provisions  as  are  necessary  or 
appropriate  to  protect  air  quality  in  the  absence  of 
an  approved  tribal  implementation  plan.  See  40 
CFR  section  49.11.  EPA  is  continuing  to  evaluate  air 
quality  issues  throughout  Indian  country  located  in 
these  nonattainment  areas.  At  this  point,  we  do  not 
believe  that  it  is  necessary  or  appropriate  to 
promulgate  an  RFP,  attainment,  or  RACT  FIP  for 
any  of  the  Indian  country  areas  located  within  the 
four  nonattainment  areas.  EPA  intends  to  consult 
with  the  relevant  Indian  tribes  regarding  this  issue. 


nonattainment  area.  Therefore, 
boundaries  for  nonattainment  areas  are 
drawn  to  encompass  both  areas  with 
direct  sources  of  the  pollution  problem 
as  well  as  nearby  areas  in  the  same 
airshed.  Initial  classifications  of 
nonattainment  areas  are  coterminous 
with,  that  is,  they  match  exactly,  their 
boundaries.  EPA  believes  this  approach 
best  ensures  public  health  protection 
from  the  adverse  effects  of  ozone 
pollution.  Therefore,  it  is  generally 
counterproductive  from  an  air  quality 
and  planning  perspective  to  have  a 
disparate  classification  for  a  land  area 
located  within  the  boundaries  of  a 
nonattainment  area,  such  as  the  Indian 
country  contained  in  the  ozone 
nonattainment  areas  at  issue  here. 
Moreover,  violations  of  the  eight-hour 
ozone  standard,  which  are  measured 
and  modeled  throughout  the 
nonattainment  areas,  as  well  as  shared 
meteorological  conditions,  would 
dictate  the  same  result.  Furthermore, 
emissions  changes  in  lower-classified 
ozone  areas  could  hinder  planning 
efforts  to  attain  the  NAAQS  within  the 
overall  area  through  the  application  of 
less  stringent  requirements  relative  to 
those  that  apply  in  the  areas  with  higher 
ozone  classifications. 

Uniformity  of  classification 
throughout  a  nonattainment  area  is  thus 
a  guiding  principle  and  premise  when 
an  area  is  being  reclassified.  With  regard 
to  the  Indian  country  at  issue  in  this 
proposal,  EPA  has  also  taken  into 
account  other  factors.  For  example,  the 
likelihood  of  attainment  by  the 
applicable  deadline  under  the  current 
classification  is  an  appropriate 
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consideration  for  reclassifying  Indian 
country  within  the  larger  nonattainment 
areas.13  If  EPA  believes  it  is  likely  that 
a  given  ozone  nonattainment  area  will 
not  attain  the  ozone  NAAQS  by  the 
applicable  attainment  date,  then  it  may 
be  an  additional  reason  why  it  is 
appropriate  to  maintain  a  uniform 
classification  within  the  area  and  thus 
to  reclassify  the  Indian  country 
consistent  with  the  State’s  request  for 
the  portion  of  the  area  within  State 
jurisdiction.  On  the  other  hand,  if 
meeting  the  attainment  date  were  still  a 
reasonable  possibility,  then  it 
conceivably  may  be  appropriate  for  EPA 
to  decide  to  defer  reclassification  of 
Indian  country  notwithstanding  the 
State’s  request  for  reclassification  of  the 
portion  of  the  nonattainment  area 
subject  to  State  Clean  Air  Act  programs 
and  notwithstanding  the  generally 
weighty  considerations  discussed  above 
that  support  the  retention  of  a  single 
uniformly-classified  nonattainment  area 
as  opposed  to  the  creation  of  islands  of 
differently-classified  nonattainment 
areas  within  the  larger  nonattainment 
area.  Depending  on  the  circumstances, 
other  factors  may  also  provide 
justifications  for  refraining  from 
reclassifying  Indian  country  in 
conjunction  with  granting  a  State’s 
request  for  voluntary  reclassification  of 
State  lands  in  the  same  nonattainment 
area. 

With  respect  to  the  areas  that  are  the 
subject  of  this  proposed  action,  we  have 
evaluated  the  likelihood  of  attainment 
by  the  area’s  existing  attainment 
deadline,  based  on  information  that  is 
currently  available.  This  evaluation  was 
aided  by  the  fact  that  CARB  has  already 
submitted  attainment  demonstrations 
for  these  four  areas  that  are  intended  to 
support  later  attainment  dates  under  a 
new,  higher  classification.  In  the 
discussion  that  follows,  EPA  is  not 
determining  which  new  attainment  date 
is  as  expeditious  as  practicable  nor 
whether  these  demonstrations  are 
approvable. 

San  Joaquin  Valley.  For  San  Joaquin 
Valley  under  the  current  classification 
(“serious”),  the  8-hour  ozone  NAAQS 
attainment  date  is  as  expeditious  as 
practicable  but  not  later  than  June  15, 


13  In  this  action,  we  arenot  reconsidering  the 
boundaries  of  the  nonattainment  areas  for  the  1- 
hour  ozone  NAAQS  and  the  1997  8-hour  ozone 
NAAQS,  but  we  expect  to  continue  to  discuss 
boundary  issues  with  Tribes  that  have  expressed 
concerns  about  their  inclusion  within  large 
nonattainment  areas.  To  date,  such  Tribes  include 
the  Morongo  Band  of  Mission  Indians  and  the 
Pechanga  Band  of  Luiseiio  Mission  Indians  whose 
concerns  relate  to  their  inclusion  within  the  South 
Coast  Air  Basin.  These  two  tribes  have  recently 
submitted  boundary  redesignation  requests  to  EPA 
for  which  EPA  is  considering  appropriate  action. 


2013  (i.e.,  nine  years  from  the  effective 
date  of  designation).  The  San  Joaquin 
Valley  Unified  Air  PollutiorrControl 
District’s  San  Joaquin  Valley  2007 
Ozone  Plan  (April  30,  2007)  (“2007 
Ozone  Plan”)  contains  information  on 
current  ozone  levels,  emissions  trends, 
and  the  attainment  strategy,  and 
provides  a  basis  for  assessing  the 
likelihood  of  attainment  prior  to  June 
15,  2013. 

The  2007  Ozone  Plan  describes  the 
meteorological  and  topographic  factors 
that  exacerbate  ozone  conditions  within 
San  Joaquin  Valley  and  that  make  efforts 
to  improve  air  quality  particularly 
challenging.  It  shows  that  current  ozone 
levels  are  well  above  the  NAAQS  at 
many  locations  within  the  Valley.  It 
projects,  based  on  the  results  of 
photochemical  modeling,  that 
attainment  of  the  8-hour  ozone  NAAQS 
throughout  the  Valley  will  require  an 
additional  decrease  from  existing  levels 
of  75%  in  NOx  emissions.  Most  of  these 
reductions  are  expected  to  occur  from 
regulatory  measures  already  adopted  or 
expected  to  be  adopted  in  the  relatively 
near  future,  but  the  emissions 
reductions  benefits  from  many  of  the 
measures,  particularly  those  related  to 
mobile  sources,  rely  on  vehicle  turnover 
and  thus  take  years  to  reach  their  full 
potential.  Thus,  based  on  the 
information  currently  available,  it 
appears  likely  that  the  area  will  not 
attain  by  June  15,  2013. 

The  State  has  requested 
reclassification  of  San  Joaquin  Valley  to 
“extreme,”  which  would  extend  the  8- 
hour  ozone  NAAQS  attainment  date  by 
11  years  to  no  later  than  June  15,  2024. 
The  plan  indicates  that  attainment  by 
June  15,  2019,  the  attainment  date  for 
the  next  higher  classification  (i.e., 
“severe-15”),  is  also  unlikely  given  the 
magnitude  of  emissions  reductions 
needed  for  attainment  and  the  reliance 
on  vehicle  turnover.14  In  addition,  it 
highlights  the  need  for  the  highest  level 
of  air  pollution  control  to  attain  the 
ozone  NAAQS  within  the  Valley,  and 
for  ozone,  the  highest  level  of  control  is 
triggered  by  a  classification  of 
“extreme.”  Therefore,  in  light  of  the 
considerations  outlined  above  that 
support  retention  of  a  uniformly- 
classified  ozone  nonattainment  area, 
and  additional  circumstances  arguing 


14  EPA  has  not  yet  taken  action  on  the  2007 
Ozone  Plan,  which  was  submitted  to  EPA  on 
November  17,  2007  by  the  State  of  California  as  a 
revision  to  the  California  SIP.  We  will  take  action 
on  the  2007  Ozone  plan  in  a  separate  rulemaking. 
When  we  do  take  action  on  the  plan,  EPA  will  make 
a  determination  as  to  whether  the  plan  provides  for 
expeditious  attainment  and  meets  the  other 
requirements  for  RFP,  attainment,  and  contingency 
measures  (and  other  measures  required  under  the 
extreme  classification}. 


for  an  attainment  date  well  beyond  the 
date  applicable  under  the  current 
classification,  we  propose  to  reclassify 
the  Indian  country  areas  within  the  San 
Joaquin  Valley  nonattainment  area  to 
“extreme.” 

South  Coast.  For  South  Coast  under 
the  current  classification  (“severe-17”), 
the  8-hour  ozone  NAAQS  attainment 
date  is  as  expeditious  as  practicable  but 
not  later  than  June  15,  2021  (i.e.,  17 
years  from  the  effective  date  of 
designation).  We  have  reviewed  the 
South  Coast  Air  Quality  Management 
District’s  Final  2007  Air  Quality 
Management  Plan  (June  2007)  (“2007 
AQMP”)  for  information  on  current 
ozone  levels,  emissions  trends,  and  the 
attainment  strategy  to  assess  the 
likelihood  of  attainment  prior  to  June 
15,  2021. 

The  2007  AQMP  describes  current 
ozone  conditions  and  the  magnitude  of 
the  emissions  reductions  that  would  be 
needed  to  attain  the  ozone  NAAQS. 
Despite  an  extensive  array  of  measures 
already  adopted  and  implemented  to 
reduce  stationary,  area  and  mobile 
emissions  sources,  the  plan’s  modeling 
analysis  projects  that  the  South  Coast 
would  still  need  to  reduce  emissions  by 
approximately  120  tons  per  year  of  VOC 
and  400  tons  per  year  of  NOx  from  new 
measures  to  attain  the  standard.  Given 
the  extent  to  which  sources  have 
already  been  regulated  in  the  South 
Coast,  the  2007  AQMP  relies  on  new 
and  advanced  control  technologies, 
referred  to  as  “black  box”  measures,  to 
reach  the  lower  level  of  emissions 
needed  for  attainment,  and  such 
measures  necessarily  require  more  lead 
time  than  control  technologies  already 
in  use.  Thus,  based  on  the  information 
currently  available,  it  appears  likely  that 
additional  time  beyond  2021  will  be 
necessary  to  attain  the  standard.15 

The  State  has  requested 
reclassification  of  South  Coast  to  the 
next  higher  level,  i.e.,  to  “extreme,” 
which  would  extend  the  8-hour  ozone 
NAAQS  attainment  date  by  3  years  to  no 
later  than  June  15,  2024.  In  light  of  the 
considerations  outlined  above  that 
support  retention  of  a  uniformly- 
classified  ozone  nonattainment  area, 
and  the  information  supporting  an 
attainment  date  beyond  the  date 
applicable  under  the  current 
classification,  we  propose  to  reclassify 


15  The  2007  AQMP  was  submitted  to  EPA  on 
November  28,  2007  as  a  revision  to  the  California 
SIP.  EPA  is  not  making  a  determination  in  this 
document  as  to  whether  the  plan  provides  for 
expeditious  attainment  and  meets  the  other 
requirements  for  RFP,  attainment,  and  contingency 
measures  (and  other  measures  required  under  the 
extreme  classification)  but  will  do  so  in  a  separate 
rulemaking  when  we  take  action  on  the  2007  AQMP 
as  required  under  the  CAA. 
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the  Indian  country  areas  within  the 
South  Coast  to  “extreme.” 

Coachella  Valley.  For  Coachella 
Valley  under  the  current  classification 
(“serious”),  the  8-hour  ozone  NAAQS 
attainment  date  is  as  expeditious  as 
practicable  but  not  later  than  June  15, 
2013  (i.e.,  nine  years  from  the  effective 
date  of  designation).  We  have  reviewed 
chapter  8  (“Future  Air  Quality — Desert 
Nonattainment  Areas”)  of  the  South 
Coast  Air  Quality  Management  District’s 
Final  2007  Air  Quality  Management 
Plan  (June  2007)  (“2007  AQMP”)  for 
information  on  current  ozone  levels, 
emissions  trends,  and  the  likelihood  of 
attainment  prior  to  June  15,  2013. 

The  2007  AQMP  describes  the  nature 
of  the  ozone  problem  in  Coachella 
Valley  as  primarily  a  function  of 
transport  of  ozone  and  ozone  precursors 
in  the  Valley  from  the  upwind  South 
Coast.  The  modeling  analysis  conducted 
for  the  2007  AQMP  shows  a  gradual 
decline  in  ozone  concentrations  in  the 
wake  of  declining  emissions  in  the 
South  Coast,  but  indicates  that  the  pace 
of  the  reductions  would  not  result,  in 
ozone  concentrations  that  meet  the 
NAAQS  until  after  201 3. 16 

The  State  has  requested 
reclassification  of  Coachella  Valley  to 
the  next  higher  level,  i.e.,  to  “severe- 
15,”  which  would  extend  the  8-hour 
ozone  NAAQS  attainment  date  by  6 
years  to  no  later  than  June  15,  2019.  In 
light  of  the  considerations  outlined 
above  that  support  retention  of  a 
uniformly-classified  ozone 
nonattainment  area  and  the  information 
supporting  an  attainment  date  beyond 
the  date  applicable  under  the  current 
classification,  we  propose  to  reclassify 
the  Indian  country  areas  within 
Coachella  Valley  to  “severe-15.” 

Sacramento  Metro.  For  Sacramento 
Metro  under  the  current  classification 
(“serious”),  the  8-hour  ozone  NAAQS 
attainment  date  is  as  expeditious  as 
practicable  but  not  later  than  June  15, 
2013  (i.e.,  nine  years  from  the  effective 
date  of  designation).  We  have  reviewed 
the  Sacramento  Regional  8-Hour  Ozone 
Attainment  and  Reasonable  Further 
Progress  Plan  (December  19,  2008) 
(“2008  Sacramento  Ozone  Plan”)  for 
information  on  current  ozone  levels, 
emissions  trends,  and  the  likelihood  of 
.  attainment  prior  to  June  15,  2013. 


16  The  Coachella  Valley  8-hour  ozone  plan  is 
included  within  the  2007  AQMP,  which  was 
-  submitted  to  EPA  on  November  28,  2007  as  a 
revision  to  the  California  SIP.  EPA  is  not  making 
a  determination  in  this  document  as  to  whether  the 
plan  provides  for  expeditious  attainment  and  meets 
the  other  requirements  for  RFP,  attainment,  and 
contingency  measures  (and  other  measures  required 
under  the  severe-15  classification)  but  will  do  so  in 
a  separate  rulemaking  when  we  take  action  on  the 
.  2007  AQMP  as  required  under  the  CAA. 


The  2008  Sacramento  Ozone  Plan 
presents  emissions  inventories  for 
existing  conditions  and  projects 
baseline  emissions  for  various  future 
years.  These  inventories  show  that 
mobile  sources  (on-road  and  non-road) 
contribute  approximately  60%  of  the 
total  VOC  and  90%  of  the  total  NOx  in 
this  nonattainment  area.  Given  the 
predominance  of  mobile  source 
emissions  in  the  overall  inventory,  the 
plan  concludes  that  the  region  needs  to 
rely  on  the  longer  term  emission 
reductions  strategies  from  state  and 
federal  mobile  source  control  programs 
and  that,  as  a  result,  the  2013  attainment 
date  cannot  be  met.17 

The  State  has  requested 
reclassification  of  Sacramento  Metro  to 
the  next  higher  level,  i.e.,  to  “severe- 
15,”  which  would  extend  the  8-hour 
ozone  NAAQS  attainment  date  by  6 
years  to  no  later  than  June  15,  2019.  In 
light  of  the  considerations  outlined 
above  that  support  retention  of  a 
uniformly-classified  ozone 
nonattainment  area  and  the  information 
supporting  an  attainment  date  beyond 
the  date  applicable  under  the  current 
classification,  we  propose  to  reclassify 
the  Indian  country  areas  within 
Sacramento  Metro  to  “severe-15.” 

3.  Effects  of  Reclassifications  on  Indian 
Tribes 

For  the  Tribes  whose  Indian  country 
lies  within  the  four  subject 
nonattainment  areas,  the  effect  of 
reclassification  would  be  to  lower  the  de 
minimis  threshold  under  EPA’s  General 
Conformity  rule  (40  CFR  part  53, 
subpart  B)  as  described  above  in  section 
II. E  of  this  document.  As  also  noted  in 
section  II.E  of  this  document,  under 
EPA’s  General  Conformity  rule,  Federal 
agencies  bear  the  responsibility  of 
determining  conformity  of  actions  in 
nonattainment  and  maintenance  areas  _ 
that  require  Federal  permits,  approvals, 
or  funding.  Such  permits,  approvals  or 
funding  by  Federal  agencies  for  projects 
in  these  areas  of  Indian  country  may  be 
more  difficult  to  attain  because  of  the 
lower  de  minimis  thresholds. 

With  respect  to  review  of  new  or 
modified  major  stationary  sources 
(“new  source-review”)  and  Title  V 
operating  permits,  the  proposed 
reclassifications  would  not  lower  the 


17  The  2008  Sacramento  Ozone  Plan  was 
submitted  to  EPA  on  April  17,  2009  as  a  revision 
to  the  California  SIP.  EPA  is  not  making  a 
determination  in  this  document  as  to  whether  the 
plan  provides  for  expeditious  attainment  and  meets 
the  other  requirements  for  RFP,  attainment,  and 
contingency  measures  (and  other  measures  required 
under  the  severe-15  classification)  but  will  do  so  in 
a  separate  rulemaking  when  we  take  action  on  the 
2008  Sacramento  Ozone  Plan  as  required  under  the 
CAA. 


applicable  “major  source”  thresholds 
because  the  thresholds  for  the  purposes 
of  NSR  and  Title  V  that  had  applied  by 
virtue  of  the  areas’  classifications  under 
the  1-hour  ozone  standard  continue  to 
apply  as  anti-backsliding  measures 
under  the  8-hour  standard  (see  South 
Coast  Air  Quality  Management  Dist.  v. 
EPA,  472  F.3d  882  (D.C.  Cir.  2006) 
rehearing  denied  489  F.3d  1245 
(clarifying  that  the  vacatur  was  limited 
to  the  issues  on  which  the  court  granted 
the  petitions  for  review)),  and  the  new 
8-hour  ozone  classification  for  each  of 
the  four  subject  areas,  as  reclassified, 
would  be  the  same  as  the  area’s 
corresponding  1-hour  ozone 
classification  (see  Table  1  of  this 
document). 

EPA  implements  NSR  in  Indian 
country  areas  located  within  designated 
nonattainment  areas  unless  EPA  has 
approved  an  NSR  program  for  such 
areas.  Where  EPA  is  the  implementing 
agency,  EPA  implements  NSR  through 
promulgation  of  a  Federal 
implementation  Plan  (FIP)  establishing 
an  NSR  program  in  a  given  Indian 
country  area.  EPA  has  not  promulgated 
an  NSR  FIP  for  any  of  the  areas  of 
Indian  country  in  the  four  subject 
nonattainment  areas.  EPA  could 
promulgate  an  NSR  FIP  for  any  given 
Indian  country  area  within  the  four 
subject  nonattainment  areas  if  a  new  or 
modified  major  stationary  source  were 
to  locate  within  these  areas,  but  such  a 
FIP  would  be  based  on  the  same  major 
source  applicability  thresholds 
regardless  of  whether  the  Indian  country 
areas  are  reclassified,  as  explained 
above. 

On  August  21,  2006  (71  FR  48696), 
EPA  proposed  a  FIP.  that  would  extend 
Appendix  S  (“Emission  Offset 
Interpretive  Ruling”)  in  40  CFR  part  51 
to  Indian  country  within  nonattainment 
areas  until  replaced  by  an  EPA- 
approved  NSR  implementation  plan  for 
a  given  area  of  Indian  country. 

Extension  of  Appendix  S  to  Indian 
country  would  alleviate  the  potential 
necessity  for  EPA  to  promulgate  area- 
specific  NSR  FIPs  for  Indian  country 
located  within  the  four  subject 
nonattainment  areas.  Please  refer  to  our 
August  21,  2006  proposed  rule  for  a 
detailed  explanation  of  NSR  in 
nonattainment  areas  of  Indian  country 
(71  FR  48696,  at  48718-48719).  Until 
EPA  finalizes  action  to  extend 
Appendix  S  to  Indian  country,  EPA  may 
find  it  necessary  or  appropriate  to 
promulgate  area-specific  NSR  FIPs  for 
Indian  country  within  the  four  subject 
nonattainment  areas,  depending  upon 
the  emissions  potential  of  any  proposed 
new  or  modified  stationary  sources  in 
these  Indian  country  areas. 
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C.  Setting  Deadlines  for  Submitting  SIP  submission  deadlines  for  the  areas  and 
Revisions  SIP  revisions  shown  in  Table  3. 18 

For  the  reasons  discussed  below  for 
each  area,  we  are  proposing  SIP 


Table  3— Summary  of  Sip  Revision  Submittal  Deadlines 


8-Hour  ozone  nonattainment  area 

Proposed 

classification 

8-Hour  ozone  SIP  element 

Submittal  due  date 

Coachella  Valley . 

Sacramento  Metro . 

Severe-15  . 

Severe-15  . 

C’AA  Section  1 85  fees . 

NSR  (Sacramento  Metropolitan 

AQMD,  Placer  County  APCD,  Feath¬ 
er  River  AQMD  only). 

CAA  Section  185  fees  (El  Dorado 
County  AQMD,  Placer  County 
APCD,  Feather  River  AQMD,  and 
Yolo-Solano  AQMD  only). 

No  later  than  12  months  from  the  ef¬ 
fective  date  of  reclassification. 

No  later  than  12  months  from  the  ef¬ 
fective  date  of  reclassification. 

No  later  than  12  months  from  the  ef- 
'  fective  date  of  reclassification. 

• 

San  Joaquin  Valley.  As  noted  above  in 
section  II.D.2  of  this  document,  CARB 
has  submitted  SIP  revisions  addressing 
all  of  the  additional  SIP  requirements 
for  San  Joaquin  Valley  consistent  with 
reclassification  from  “serious”  to 
“extreme.”  EPA  therefore  is  not 
proposing  a  schedule  for  additional  SIP 
revisions  in  response  to  the 
reclassification  of  this  area. 

South  Coast  Air  Basin.  As  noted 
above  in  section  II.D.2  of  this  document, 
CARB  has  submitted  SIP  revisions 
addressing  all  of  the  additional  SIP 
requirements  for  the  South  Coast  Air 
Basin  consistent  with  reclassification 
from  “severe-17”  to  “extreme.”  EPA 
therefore  is  not  proposing  a  schedule  for 
additional  SIP  revisions  in  response  to 
the  reclassification  of  this  area. 

Coachella  Valley.  As  noted  above  in 
section  II.D.2  of  this  document,  CARB 
has  submitted  SIP  revisions  addressing 
all  of  the  additional  SIP  requirements 
for  Coachella  Valley  consistent  with 
reclassification  from  “serious”  to 
“severe-15,”  except  for  the  major 
stationary  source  fees  requirement 
under  CAA  section  185.  EPA  is 
proposing  to  establish  a  deadline  of  no 
later  than  12  months  from  the  effective 
date  of  reclassification  for  submittal  of 
a  revision, to  the  Coachella  Valley 
portion  of  the  SIP  that  meets  the  major 
stationary  source  fees  requirement 
under  CAA  section  185. 

Sacramento  Metro.  As  noted  above  in 
section  II.D.2  of  this  document,  CARB 
has  submitted  SIP  revisions  addressing 
all  but  two  of  the  additional  SIP 
requirements  for  the  Sacramento  Metro 


18  The  deadlines  proposed  herein  relate  solely  to 
specific  additional  requirements  triggered  by  the 
reclassification  for  the  8-hour  ozone  NAAQS  and 
should  not  be  interpreted  as  relieving  an  area  of  any 
existing  obligation  that  the  area  has  based  on  its  1- 
hour  ozone  classification,  or  of  existing  obligations 
unrelated  to  attainment  that  are  based  on  its  current 
8-hour  ozone  classification. 


area  consistent  with  reclassification 
from  “serious”  to  “severe-15.”  CARB 
has  not  submitted  new  source  review 
rules  for  certain  air  districts  within  the 
Sacramento  Metro  area  consistent  with 
the  “severe-15”  ozone  classification. 

EPA  is  proposing  to  establish  a  deadline 
of  no  later  than  12  months  from  the 
effective  date  of  reclassification  for 
submittal  of  revisions  to  the  Sacramento 
Metro  portion  of  the  SIP  that  meet  the 
additional  new  source  review 
requirements  for  a  “severe-15”  8-hour 
ozone  nonattainment  area  for 
Sacramento  Metropolitan  AQMD,  Placer 
County  APCD,  and  Feather  River 
AQMD.  CARB  has  also  not  submitted 
SIP  revisions  addressing  the  CAA 
section  185  fees  requirement  for  four  of 
the  five  districts  within  the  Sacramento 
Metro  area,  including  El  Dorado  County 
AQMD,  Placer  County  APCD,  Feather 
River  AQMD,  and  Yolo-Solano  AQMD. 
EPA  is  proposing  the  same  deadline  for 
the  CAA  section  185  fees  requirement  as 
for  the  “severe-15”  NSR  requirement 
discussed  above. 

IV.  Proposed  Action  and  Request  for 
Public  Comment 

Pursuant  to  CAA  section  181(b)(3) 
and  40  CFR  51.903(b),  EPA  proposes  to 
grant  the  following  reclassification 
requests  by  the  State  of  California:  the 
San  Joaquin  Valley  area  from  “serious” 
to  “extreme”;  the  South  Coast  Air  Basin 
area  from  “severe-17”  to  “extreme”;  and 
the  Coachella  Valley  and  Sacramento 
Metro  areas  from  “serious”  to  “severe- 
15,”  and  to  change  the  table  for  8-hour 
ozone  in  40  CFR  81.305  accordingly. 

In  connection  with  the 
reclassifications,  EPA  is  proposing  to 
establish  a  deadline  of  no  later  than  12 
months  from  the  effective  date  of 
reclassification  for  submittal  of 
revisions  to  the  Coachella  Valley 
portion  of  the  SIP  to  meet  the  CAA 


section  185  fees  requirement.  EPA  is 
also  proposing  the  same  deadline  for 
submittal  of  revisions  to  the  Sacramento 
Metro  area  portion  of  the  SIP  to  meet  the 
following  additional  SIP  requirements 
for  “severe-15”  areas:  new  source 
review  rules  consistent  with  this 
classification  (Sacramento  Metropolitan 
AQMD,  Placer  County  APCD,  and 
Feather  River  AQMD  only)  and  CAA 
section  185  fees  (El  Dorado  County 
AQMD,  Placer  County  APCD,  Feather 
River  AQMD,  and  Yolo-Solano  AQMD 
only).  EPA  has  already  received  SIP 
revision  submittals  addressing  most  of 
the  additional  SIP  requirements  for 
these  two  areas  and  has  received  all  of 
the  related  SIP  revision  submittals  for 
San  Joaquin  Valley  and  the  South  Coast 
Air  Basin.  EPA  is  not  proposing  a  SIP 
revision  schedule  for  any  SIP 
requirements  for  which  SIP  submittals 
have  already  been  received. 

Finally,  consistent  with  our 
discretionary  authority  under  CAA 
sections  301(a)  and  301(d)(4),  we 
propose  to  similarly  reclassify  Indian 
country  within  the  four  areas  consistent 
with  the  reclassification  requests  for  the 
surrounding  non-Indian  country  lands 
and  have  invited  consultation  with 
interested  tribes  concerning  this  issue. 
We  note  that  although  eligible  tribes 
may  seek  EPA  approval  of  relevant 
tribal  programs  under  the  CAA,  none  of 
the  affected  tribes  will  be  required  to 
submit  an  implementation  plan  to 
address  these  reclassifications. 

EPA  requests  public  comment  on  this 
proposal. 

V.  Statutory  and  Executive  Order 
Reviews 

Under  Executive  Order  12866  (58  FR 
51735,  October  4,  1993),  this  proposed 
action  is  not  a  “significant  regulatory 
action”  and  therefore  is  not  subject  to 
Executive  Order  12866.  Voluntary 
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reclassifications  under  section  181(b)(3) 
of  the  CAA  are  based  solely  upon 
requests  by  the  State,  and  EPA.  is 
required  under  the  CAA  to  grant  them. 
These  actions  do  not,  in  and  of 
themselves,  impose  any  new 
requirements  on  any  sectors  of  the 
economy.  In  addition,  because  the 
statutory  requirements  are  clearly 
defined  with  respect  to  the  differently 
classified  areas,  and  because  those 
requirements  are  automatically  triggered 
by  reclassification,  reclassification  does 
not  impose  a  materially  adverse  impact 
under  Executive  Order  12866.  For  this 
reason,  this  proposed  action  is  also  not 
subject  to  Executive  Order  13211, 
“Actions  Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use”  (66  FR  28355,  May 
22,  2001). 

In  addition,  I  certify  that  this 
proposed  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
Regulatory  Flexibility  Act  (5  U.S.C.  601 
et  seq.),  and  that  this  proposed  rule  does 
not  contain  any  unfunded  mandate  or 
significantly  or  uniquely  affect  small 
governments,  as  described  in  the 
Unfunded  Mandates  Reform  Act  of  1995 
(Pub.  L.  104-4),  because  EPA  is  required 
to  grant  requests  by  states  for  voluntary 
reclassifications  and  such 
reclassifications  in  and  of  themselves  do 
not  impose  any  federal 
intergovernmental  mandate. 

Executive  Order  13175,  (65  FR  67249, 
November  6,  2000),  requires  EPA  to 
develop  an  accountable  process  to 
ensure  “meaningful  and  timely  input  by 
tribal  officials  in  the  development  of 
regulatory  policies  that  have  tribal 
implications.”  “Policies  that  have  Tribal 
implications”  is  defined  in  the 
Executive  Order  to  include  regulations 
that  have  “substantial  direct  effects  on 
one  or  more  Indian  Tribes,  on  the 
relationship  between  the  Federal 
government  and  the  Indian  Tribes,  or  on 
the  distribution  of  power  and 
responsibilities  between  the  Federal 
government  and  Indian  Tribes.” 

Several  Indian  tribes  have  Indian 
country  located  within  the  boundaries 
of  the  four  subject  ozone  nonattainment 
areas.  EPA  implements  federal  Clean 
Air  Act  programs,  including 
reclassifications,  in  these  areas  of  Indian 
country.  EPA  has  concluded  that  this 
proposed  rule  might  have  tribal 
implications  for  the  purposes  of 
Executive  Order  13175,  but  would  not 


impose  substantial  direct  costs  upon  the 
tribes,  nor  would  it  preempt  Tribal  law. 
As  discussed  in  section  III.B.3  of  this 
document,  the  proposed  rule  would  not 
affect  implementation  of  new  source 
review  for  new  or  modified  stationary 
sources  proposed  in  the  Indian  country 
areas  proposed  for  reclassification,  but 
might  affect  projects  proposed  in  these 
areas  that  require  Federal  permits, 
approvals,  or  funding.  Such  projects  are 
subject  to  the  requirements  of  EPA’s 
General  Conformity  rule,  and  Federal 
permits,  approvals,  or  funding  for  the 
projects  may  be  more  difficult  to  attain 
because  of  the  lower  de  minimis 
thresholds  triggered  by  reclassification. 

Given  the  potential  implications,  EPA 
contacted  tribal  officials  early  in  the 
process  of  developing  this  proposed  rule 
to  provide  an  opportunity  to  have 
meaningful  and  timely  input  into  its 
development.  On  July  31,  2008,  we  sent 
letters  to  leaders  of  the  21  tribes  with 
Indian  country  areas  in  the  four  subject 
nonattainment  areas  seeking  their  input 
on  how  we  could  best  communicate 
with  the  tribes  on  the  rulemaking  effort. 
We  received  responses  from  nine  tribes, 
of  whom  four  indicated  interest  in  face- 
to-face  meetings,  as  one  of  several 
means  of  communication.  We  have  met 
with  two  tribes  that  sought  specific 
meetings  on  the  reclassifications: 
Pechanga  Band  of  Luiseno  Mission 
Indians  and  Morongo  Band  of  Mission 
Indians.  We  propose  to  continue  with 
this  process  of  communicating  with  the 
tribes  until  we  promulgate  the  final  rule. 
EPA  specifically  solicits  additional 
comment  on  this  proposed  rule  from 
tribal  officials. 

This  proposed  action  also  does  not 
have  Federalism  implications  because  it 
does  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government,  as 
specified  in  Executive  Order  13132  (64 
FR  43255,  August  10,  1999).  This 
proposed  action  does  not  alter  the 
relationship  or  the  distribution  of  power 
and  responsibilities  established  in  the 
CAA. 

This  proposed  rule  also  is  not  subject 
to  Executive  Order  13045  “Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks”  (62  FR  19885, 
April  23,  1997),  because  EPA  interprets 
Executive  Order  13045  as  applying  only 
to  those  regulatory  actions  that  concern 


health  or  safety  risks,  such  that  the 
analysis  required  under  section  5-501  of 
the  Executive  Order  has  the  potential  to 
influence  the  regulation.  This  proposed 
action  is  not  subject  to  Executive  Order 
13045  because  it  grants  a  voluntary 
reclassification,  and  EPA’s  approval  is 
mandatory. 

As  discussed  above,  a  voluntary 
reclassification  under  section  181(b)(3) 
of  the  CAA  is  based  solely  on  the 
request  of  a  State  and  EPA  is  required 
to  grant  such  a  request.  In  this  context, 
it  would  be  inconsistent  with  applicable 
law  for  EPA,  when  it  grants  a  State’s 
request  for  a  voluntary  reclassification, 
to  use  voluntary  consensus  standards. 
Thus,  the  requirements  of  section  12(d) 
of  the  National  Technology  Transfer  and 
Advancement  Act  of  1995  (15  U.S.C. 

272  note)  also  do  not  apply.  In  addition, 
this  proposed  rule  does  not  impose  an 
information  collection  burden  under  the 
provisions  of  the  Paperwork  Reduction 
Act  of  1995  (44  U.S.C.  3501  et  seq.). 

Executive  Order  12898  (59  FR  7629, 
February  16,  1994)  establishes  federal 
executive  policy  on  environmental 
justice.  Its  main  provision  directs 
federal  agencies,  to  the  greatest  extent 
practicable  and  permitted  by  law,  to 
make  environmental  justice  part  of  their 
mission  by  identifying  and  addressing, 
as  appropriate,  disproportionately  high 
and  adverse  human  health  or 
environmental  effects  of  their  programs, 
policies,  and  activities  on  minority 
populations  and  low-income 
populations  in  the  United  States.  As 
stated  earlier  in  this  proposed  rule,  EPA 
is  proposing  action  granting  the  State’s 
requests  for  voluntary  reclassifications. 
The  plain  language  of  section  181(b)(3) 
of  the  CAA  mandates  that  we  “shall” 
approve  such  a  request  if  it  is  made  in 
accordance  with  the  requirements  of  the 
Act,  and,  as  such,  does  not  provide  the 
Agency  with  the  discretionary  authority 
to  address  concerns  raised  outside  the 
Act,  including  those  cpntained  in 
Executive  Order  12898. 

List  of  Subjects  in  40  CFR  Part  81 

Environmental  protection,  Air 
pollution  control,  Intergovernmental 
relations,  National  parks,  Ozone, 
Wilderness  areas. 

Dated:  August  18,  2009. 

Laura  Yoshii, 

Acting  Regional  Administrator,  Region  IX. 

[FR  Doc.  E9-20732  Filed  8-26-09;  8:45  am) 
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DEPARTMENT  OF  AGRICULTURE 

Farm  Service  Agency 

Information  Collection;  Certified  State 
Mediation  Program 

AGENCY:  Farm  Service  Agency,  USDA. 
ACTION:  Notice;  request  for  comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  the 
Farm  Service  Agency  (FSA)  is  seeking 
comments  from  all  interested 
individuals  and  organizations  on  an 
extension  and  revision  of  a  currently 
approved  information  collection  that 
supports  the  Certified  State  Mediation 
Program.  The  information  collection  is 
necessary  to  ensure  the  grant  program  is 
being  administered  properly.  The 
collection  of  information  by  mail, 
phone,  fax,  in  person,  and  by  the 
Internet  is  utilized  by  FSA  to  initially 
determine  whether  the  State  meets  the 
eligibility  criteria  to  be  a  recipient  of 
grant  funds.  Lack  of  adequate 
information  to  make  these  - 
determinations  could  result  in  the 
improper  administration  and 
appropriation  of  Federal  grant  funds. 
DATES:  Comments  on  this  notice  must  be 
received  on  or  before  October  26,  2009. 
ADDRESSES:  We  invite  you  to  submit 
comments  on  this  notice.  In  your 
comments,  include  date,  volume,  and 
page  number  of  this  issue  of  the  Federal 
Register.  You  may  submit  comments  by 
any  of  the  following  methods: 

•  Mail:  Ternechue  Butler,  Mediation 
Coordinator,  USDA,  FSA,  Outreach 
Staff,  1400  Independence  Avenue,  SW., 
Ag  Stop  0511,  Washington,  DC  20250- 
0511 

•  E-mail: 

Temechue.Butler@wdc.usda.gov. 

•  Fax:  (202)  690-4727. 

You  may  also  send  comments  to  the 
Desk  Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget, 
Washington,  DC  20503.  Copies  of  the 


information  collection  may  be  requested 
by  contacting  Ternechue  Butler  at  the 
above  addresses. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ternechue  Butler,  FSA,  Outreach  Staff, 
telephone  (202)  690-1098. 

SUPPLEMENTARY  INFORMATION: 

Title:  Certified  State  Mediation 
Program. 

OMB  Control  Number:  0560-0165. 

Expiration  Date  of  Approval:  March 
31,  2010. 

Type  of  Request:  Extension  and 
revision  of  a  currently  approved 
information  collection. 

Abstract:  This  information  is  needed 
for  FSA  to  effectively  administer  the 
Certified  State  Mediation  Program  in 
accordance  with  Subtitles  A  and  B  of 
Title  V  of  the  Agricultural  Credit  Act  of 
1987  (Pub.  L.  100-233).  FSA  requires 
some  of  the  collected  information  to  be 
reported  in  a  standard  manner. 

Although  other  institutions,  public  and 
private,  generally  require  and  collect 
information  similar  to  that  requested  by 
FSA,  there  is  a  wide  diversity  in 
reporting  practices. 

The  information  to  be  collected 
includes  an  application  for  certification, 
re-verification  for  subsequent  annual 
approval,  SF-424,  SF-424A,  and  SF- 
424B  Application  for  Federal 
Assistance,  financial  management 
systems  and  reporting  requirements, 
and  audit  reports.  No  additional 
information  is  being  requested; 
however,  the  estimated  number  of 
respondents  has  increased  from  32  to 
34. 

The  information  requested  is  reported 
annually  and  is  necessary  for  the  FSA 
to  determine  eligibility  and  administer 
the  mediation  grant  program  in  an 
equitable  and  cost-effective  manner. 

Estimate  of  Burden:  The  public 
reporting  burden  for  this  information 
collection  is  estimated  to  average  34 
hours  per  respondent. 

Respondents:  State  Agencies. 

Estimated  Number  of  Respondents: 
34. 

Estimated  Number  of  Responses  per 
Respondent:  5. 

Estimated  Total  Annual  Burden  on 
Respondents:  1088  hours. 

We  are  requesting  comments  on  all 
aspects  of  this  information  collection, 
including'  the  following  to  help  us  to: 

(1)  Evaluate  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 


agency,  including  whether  the 
information  will  have  practical  utility; 

(2)  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  burden  including 
the  validity  of  the  methodology  and 
assumptions  used; 

(3)  Enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected; 

(4)  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology. 

All  comments  to  this  notice  will  be 
summarized  and  included  in  the  request 
for  OMB  approval.  All  comments  will 
also  become  a  matter  of  public  record. 

Signed  in  Washington,  DC,  on  August  21, 
2009. 

Jonathan  W.  Coppess, 

Administrator,  Farm  Service  Agency. 

[FR  Doc.  E 9— 20638  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3410-05-P 

DEPARTMENT  OF  AGRICULTURE 

Grain  Inspection,  Packers,  and 
Stockyards  Administration 

Designation  for  the  Pocatello,  ID; 
Lewiston,  ID;  Evansville,  IN;  and  Utah 
Areas 

AGENCY:  Grain  Inspection,  Packers  and 
Stockyards  Administration,  USDA. 
action:  Notice. 

SUMMARY:  GIPSA  is  announcing  the 
designation  of  the  following 
organizations  to  provide  official  services 
under  the  United  States  Grain  Standards 
Act,  as  amended  (USGSA):  Idaho  Grain 
Inspection  Service,  Inc.  (Idaho); 
Lewiston  Grain  Inspection  Service,  Inc. 
(Lewiston);  Ohio  Valley  Grain 
Inspection,  Inc.  (Ohio  Valley);  and  Utah 
Department  of  Agriculture  and  Food 
(Utah).  .  • 

DATES:  Effective  Date:  October  1,  2009. 
ADDRESSES:  USDA,  GIPSA,  Karen 
Guagliardo,  Chief,  Review  Branch, 
Compliance  Division,  STOP  3604,  Room 
1647— S,  1400  Independence  Avenue, 
SW.,  Washington,  DC  20250-3604. 

FOR  FURTHER  INFORMATION  CONTACT: 
Karen  Guagliardo  at  202-720-7312,  e- 
mail  Karen.W.Guagliardo@usda.gov. 

Read  Applications:  All  applications 
and  comments  will  be  available  for 
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public  inspection  at  the  office  above 
during  regular  business  hours  (7  CFR 
1.27(b)). 

SUPPLEMENTARY  INFORMATION:  In  the 

March  19,  2009,  Federal  Register  (74  FR 
11711),  GIPSA  requested  applications 
for  designation  to  provide  official 
services  in  the  geographic  area  named 
above.  Applications  were  due  by  April 
1,  2009. 


Idaho,  Lewiston,  Ohio  Valley,  and 
Utah  were  the  sole  applicants  for 
designation  to  provide  official  services 
in  the  areas  currently  assigned  to  them, 
so  GIPSA  did  not  ask  for  additional 
comments  on  them. 

GIPSA  evaluated  all  available 
information  regarding  the  designation 
criteria  in  section  7(f)(1)  of  the  USGSA 
(7  U.S.C.  79(f))  and  determined  Idaho, 
Lewiston,  Ohio  Valley,  and  Utah  are 


able  to  provide  official  services  in  the 
geographic  areas  specified  in  the  March 
19,  2009,  Federal  Register,  for  which 
they  applied.  This  designation  action  to 
provide  official  services  in  the  specified 
area  is  effective  October  1,  2009  and 
terminates  on  September  30,  2012. 

Interested  persons  may  obtain  official 
services  by  calling  the  telephone 
numbers  listed  below. 


Official  agency  - 

Headquarters  location  and  telephone 

Designation  start 

Designation  end 

Idaho  . 

Pocatello,  ID  (208-233-8303) 

Additional  Location:  Blackfoot,  ID. 

10/1/2009 

9/30/2012 

Lewiston  . 

Lewiston,  ID  (208-746-0451)  . 

10/1/2009 

9/30/2012 

Ohio  Valley . 

Evansville,  IN  (812-423-9010) 

Additional  Location:  Hopkinsville,  KY. 

10/1/2009 

9/30/2012 

Utah . 

Salt  Lake  City,  UT  (801-392-2292)  . 

10/1/2009 

9/30/2012 

Section  7(f)(1)  of  the  USGSA 
authorizes  GIPSA’s  Administrator  to 
designate  a  qualified  applicant  to 
provide  official  services  in  a  specified 
area  after  determining  that  the  applicant 
is  better  able  than  any  other  applicant 
to  provide  such  official  services  (7 
U.S.C.  79  (f)(1)). 

Under  section  7(g)(1)  of  the  USGSA, 
designations  of  official  agencies  are 
effective  for  3  years  unless  terminated 
by  the  Secretary  but  may  be  renewed 
according  to  the  criteria  and  procedures 
prescribed  in  section  7(f)  of  the  Act. 

Authority:  7  U.S.C.  71-87k. 

J.  Dudley  Butler, 

Administrator,  Grain  Inspection,  Packers  and 
Stockyards  Administrator. 

[FR  Doc.  E 9— 20711  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3410-KD-P 


DEPARTMENT  OF  AGRICULTURE 

Farm  Service  Agency 

Notice  of  Funds  Availability  (NOFA)  To 
Invite  Applications  for  the  American 
Indian  Credit  Outreach  Initiative 

AGENCY:  Farm  Service  Agency,  USDA. 
ACTION:  Notice. 

SUMMARY:  The  Farm  Service  Agency 
(FSA)  is  requesting  applications  for 
competitive  cooperative  agreement 
funds  for  Fiscal  Year  (FY)  2010  for  the 
credit  outreach  initiative  targeted  to 
American  Indian  farmers,  ranchers,  and 
youth  residing  primarily  on  Indian 
reservations  within  the  contiguous 
United  States.  Subject  to  the  availability 
of  appropriations,  FSA  anticipates  the 
availability  of  up  to  $1,135,000  in 
funding  and  the  award  to  one  successful 
applicant  through  a  Cooperative 
Agreement.  This  request  for 


applications  is  being  made  prior  to 
passage  of  an  FY  2010  appropriations 
bill  to  allow  applicants  sufficient  time 
to  submit  proposals,  give  the  Agency 
maximum  time  to  process  applications, 
and  permit  continuity  of  this  program. 
There  is  no  certainty  that  there  will  be 
appropriated  funds  to  fund  these 
applications,  so  applicants  submitting 
applications  prior  to  the  availability  of 
appropriated  funds  do  so  at  the  risk  that 
there  may  be  no  funding.  FSA  requests 
proposals  from  eligible  nonprofit 
organizations,  land-grant  institutions, 
and  federally-recognized  Indian  tribal 
governments  interested  in  a 
competitively-awarded  cooperative 
agreement  to  create  and  implement  a 
mechanism  that  will  provide  credit 
outreach  and  promotion,  pre-loan 
education,  and  one-on-one  loan 
application  preparation  assistance  to 
American  Indian  farmers,  ranchers,  and 
youth.  Successful  proposals  may 
include  other  innovative  services 
intended  to  enhance  participation  by 
American  Indians  in  specific  FSA 
Agricultural  Credit  Programs. 

OATES:  Applications  must  be  completed 
and  submitted  to  the  Agency  no  later 
than  5  p.m.  eastern  time  September  28, 
2009.  Late  applications  will  not  be 
accepted  and  will  be  returned  to  the 
applicant.  Applicants  must  ensure  that 
the  service  used  to  deliver  the 
application  can  do  so  by  the  deadline. 
Due  to  security  concerns,  packages  sent 
to  the  Agency  by  mail  have  been 
delayed  several  days  or  even  weeks. 

ADDRESSES:  Submit  applications  and 
other  required  materials  by  mail  to: 
Mike  Hill,  Director,  Outreach  Staff,' 
Farm  Service  Agency,  USDA,  STOP 
0511,  Suite  508  Portals  Building,  1400 
Independence  Avenue,  SW., 
Washington,  DC  20250-0511. 


FOR  FURTHER  INFORMATION  CONTACT: 

Mike  Hill,  (202)  690-1098;  e-mail: 
mike.hill@wdc.  usda.gov. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  Solicitation 

This  solicitation  is  issued  under  7 
U.S.C.  2204b  (b)(4),  which  authorizes 
the  Secretary  of  Agriculture  to  enter  into 
cqoperative  agreements  to  improve  the 
coordination  and  effectiveness  of 
Federal  programs  affecting  rural  areas. 
The  principal  objective  of  this 
cooperative  agreement  is  to  continue  a 
national  outreach  program  that  enables 
American  Indian  farmers,  ranchers,  and 
youth  primarily  located  on  Indian 
reservations  in  the  contiguous  United 
States  to  understand  and  have  access  to 
the  various  FSA  Agriculture  Credit 
Programs. 

Proposal  Requirements 

All  proposed  approaches  must 
include  a  plan  for  how  the  project  will 
have  the  following  capabilities  in  place 
within  three  months  after  acceptance  of 
award: 

(1)  A  data  tracking  system  that  records 
and  tracks  all  project  credit  outreach 
activities  and  has  the  ability  to  provide 
detailed  statistical  information  on  an  ad 
hoc  basis,  that  must  also  be  functional 
on  a  real-time  basis  as  well  as  being 
available  online  through  the  Internet, 
and 

(2)  The  demonstrated  ability  to 
deliver  these  credit  outreach  services 
utilizing  the  FSA  online  Farm  Business 
Plan  software  program. 

Proposals  must  demonstrate 
innovative  and  unique  ways  of  ensuring 
that  American  Indians  have  improved 
access  to  FSA  Agricultural  Credit 
Programs  through  targeted  outreach 
activities  including  targeted 
promotional  campaigns,  educational 
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programs,  general  information 
dissemination,  and  one-on-and  one 
assistance. 

Background 

Today,  American  Indians  own  and 
control  approximately  66  million  acres 
of  agricultural  lands  held  in  trust  by  the 
United  States  Government  and 
administered,  for  the  most  part,  by  the 
Bureau  of  Indian  Affairs  (BIA)  of  the 
Department  of  the  Interior.-Land-based 
agricultural  enterprises  are  considered 
the  primary  source  of  revenue  for  most 
tribes,  due  in  large  part  to  their 
geographical  isolation  from  any  urban 
type  industrial  development  activities. 
Thus,  protecting  this  resource  and 
utilizing  it  effectively  is  an  important 
function  of  the  elected  tribal  officials 
charged  with  operating  business 
activities  that  take  place  within 
reservations. 

The  United  States  Department  of 
Agriculture  (USDA)  provides  farmers 
and  ranchers  technical,  financial,  and 
educational  resources.  American  Indian 
agricultural  producers  on  reservations 
have  historically  been  less  able  to 
benefit  from  USDA  services  than  other 
farmers  and  ranchers.  Since  1987, 
Congress  has  enacted  Federal  laws,  such 
as  the  recent  Food,  Conservation,  and 
Energy  Act  of  2008  (Pub.  L.  110-246, 
2008  Farm  Bill),  to  address  American 
Indians  (and  other  socially 
disadvantaged  farmers  and  ranchers) 
lack  of  access  to  USDA’s  programs  and 
services;  this  has  resulted  in  beginning 
to  close  some  of  the  gaps  in  access  to 
these  programs  and  services.  As  positive 
as  these  changes  are,  they  have  not  fully 
addressed  an  implementation  plan  or 
the  funds  needed  to  carry  out 
implementation  of  sorely  needed 
agribusiness  education  and  direct 
services  to  American  Indian  Reservation 
farmers  and  ranchers. 

American  Indian  agribusinesses,  as 
well  as  individual  Indians,  have 
consistently  reported  that  the  primary 
need  in  Indian  agriculture  is  access  to 
the  capital  required  to  own  and  operate 
their  own  farms  or  ranches.  Therefore, 
FSA  has  created  and  implemented  this 
cooperative  funding  mechanism  to 
provide  credit  outreach  and  other 
related  training  and  assistance  services 
related  to  FSA’s  Agricultural  Credit 
Programs,  subject  to  funding,  as  a  way 
to  resolve  some  of  the  credit  needs  of 
Indian  agriculture. 

Definitions 

The  following  definitions  are 
applicable  to  this  Notice. 

Agency  or  FSA.  The  United  States 
Department  of  Agriculture  Farm  Service 
Agency. 


Farm  land.  Land  used  for  commercial 
agriculture  crops,  poultry  and  livestock 
enterprises,  or  aquaculture. 

Federally-Recognized  Indian  Tribal 
Government.  The  governing  body  or  a 
governmental  agency  of  any  Indian 
tribe,  hand,  nation,  or  other  organized 
group  or  community  (including  any 
‘  Native  village  as  defined  in  section  3  of 
the  Alaska  Native  Claims  Settlement  Act 
(43  U.S.C.  1602)  certified  by  the 
Secretary  of  the  Interior  as  eligible  for 
the  special  programs  and  services 
provided  through  the  Bureau  of  Indian 
Affairs.) 

Land  Grant  Institutions. 

(1)  A  1994  institution  (as  defined  in 
section  2  of  the  Agricultural  Research, 
Extension,  and  Education  Reform  Act  of 
1998  (7  U.S.C.  7601)),  or  an  1890 
institution. 

(2)  An  Indian  tribal  community 
college  or  an  Alaska  Native  cooperative 
college. 

(3)  A  Hispanic-serving  institution  (as 
defined  in  section  1404  of  the  National 
Agricultural  Research,  Extension,  and 
Teaching  Policy  Act  of  1977  (7  U.S.C. 
3103)). 

Non-Profit  Organization.  Any 
corporation,  trust,  association, 
cooperative,  or  other  organization  that: 

(1)  Is  operated  primarily  for  scientific, 
educational,  service,  charitable,  or 
similar  purposes  in  the  public  interest; 

(2)  Is  not  organized  primarily  for 
.  profit;  and 

*  (3)  Is  recognized  by  the  Internal 

Revenue  Service  as  being  certified  as 
501(c)(3)  of  the  Internal  Revenue  Code 
(26  U.S.C.  501(c)(3)). 

Recipient  Eligibility  Requirements 

Applicants  must  either  be  a  non-profit 
organization,  a  Federally  recognized 
Indian  tribe,  or  a  land  grant  institution 
as  defined  above.  Applications  without 
sufficient  information  to  determine 
eligibility  will  not  be  considered. 

Proposal  Preparation 

A  proposal  must  contain  an  original 
and  two  copies  of  the  following  (Contact 
Mike  Hill  (see  FOR  FURTHER  INFORMATION 
CONTACT  above)  if  you  need  help  getting 
the  forms): 

1.  Form  SF-424,  “Application  for 
Federal  Assistance.” 

2.  Form  SF-424A,  “Budget 
Information — N  on-Construction 
Programs.” 

3.  Form  SF— 424B,  “Assurances — Non- 
Construction  Programs.” 

4.  Table  of  Contents.  For  ease  of 
locating  information,  each  proposal 
must  contain  a  detailed  Table  of 
Contents  immediately  following  the 
required  Federal  forms.  The  Table  of 
Contents  should  include  page  numbers 


for  each  component  of  the  proposal. 
Pagination  should  begin  immediately 
following  the  Table  of  Contents. 

5.  Proposal  Summary.  A  summary  of 
the  project  proposal,  not  to  exceed  one 
page,  that  includes  the  title  of  the 
project,  a  description  of  the  project 
(including  goals  and  tasks  to  be 
accomplished),  the  names  of  the 
individuals  responsible  for  conducting 
and  completing  the  tasks,  and  the 
expected  time  frame  for  completing  all 
tasks  (which  should  not  exceed  twelve 
months). 

6.  Eligibility.  A  detailed  discussion, 
not  to  exceed  two  pages,  describing  how 
the  applicant  meets  the  definition  of 
land  grant  institution,  non-profit 
organization,  or  Federally  recognized 
Indian  tribal  government.  In  addition, 
the  applicant  must  describe  all  other 
collaborative  organizations  that  may  be 
involved  in  the  project. 

7.  Proposal  Narrative.  The  narrative 
portion  of  the  project  proposal  must  be 
in  a  font  such  as  Times  New  Roman  (12 
pt.)  or  comparable  font  and  must 
include  the  following: 

(a)  Project  Title.  The  title  of  the 
proposed  project  must  be  brief,  not  to 
exceed  100  characters,  yet  represent  the 
major  thrust  of  the  project. 

(b)  Information  Sheet.  A  separate  one 
page  information  sheet  that  lists  each  of 
the  seven  evaluation  criteria  listed  in 
this  NOFA  (see  the  “Evaluation  Criteria 
and  Weights”  section  below)  followed 
by  the  page  numbers  of  all  relevant 
material  and  documentation  contained 
in  the  proposal  that  address  or  support 
that  criteria. 

(c)  Goals  and  Objectives  of  the  Project. 
A  clear  statement  of  the  ultimate  goals 
and  objectives  of  the  project  must  be 
presented. 

(d)  Evaluation  Criteria.  Each  of  the 
seven  evaluation  criteria  listed  in  this 
NOFA  (see  the  “Evaluation  Criteria  and 
Weights”  section  below)  must  be 
addressed  specifically  and  individually 
by  category.  These  criteria  should  be  in 
narrative  form  with  any  specific 
supporting  documentation  attached  as 
addenda  and  should  be  placed  directly 
following  the  proposal  narrative.  If  other 
materials,  including  financial 
statements,  will  be  used  to  support  any 
evaluation  criteria  it  should  also  be 
placed  directly  following  the  proposal 
narrative.  The  applicant  must  also 
propose  and  delineate  significant 
agency  participation  in  the  project. 

Amount  of  Award 

The  amount  of  funds  expected  to  be 
available  for  FY  2010  is  up  to 
$1,135,000  although  as  noted  above,  the 
availability  of  funding  is  subject  to 
appropriations  for  fiscal  year  2010  and 
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there  is  no  assurance  there  will  be 
sufficient  or  any  appropriations  for  this 
purpose.  If  actual  funding  differs  from 
this  amount,  the  Agency  will  publish  a 
separate  Notice  of  Funds  Availability. 
Expenses  incurred  in  developing 
applications  will  be  at  the  applicant’s 
risk. 

Number  of  Awards 

Only  one  cooperative  agreement  will 
be  awarded. 

Eligible  Cooperative  Agreement  Fund 
Uses 

Cooperative  agreement  funds  may  be 
used  to  cover  allowable  costs  incurred 
by  the  recipient  and  approved  by  the 
Agency.  Allowable  costs  are  governed 
by  7.CFR  parts  3015,  3016,  and  3019,  as 
applicable,  and  applicable  Office  of 
Management  and  Budget  Circulars. 

Ineligible  Fund  Uses 

Cooperative  agreement  funds  must 
not  be  used  to: 

(1)  Plan,  repair,  rehabilitate,  acquire, 
or  construct  a  building  or  facility 
(including  a  processing  facility); 

(2)  Purchase,  rent,  or  install  fixed 
equipment,  including  mobile  and  other 
processing  equipment; 

(3)  Pay  for  the  preparation  of  the 
cooperative  agreement  application; 

(4)  Pay  expenses  not  cfirectly  related 
to  the  funded  venture  (for  example, 
cooperative  agreement  funds  cannot  be 
used  to  support  the  organization’s 
general  operations); 

(5)  Fund  political  or  lobbying 
activities; 

(6)  Pay  costs  incurred  prior  to 
receiving  this  Cooperative  Agreement; 

(7)  Fund  any  activity  prohibited  by  7 
CFR  parts  3015,  3016,  and  3019,  as 
applicable;  and 

(8)  Fund  architectural  or  engineering 
design  work  for  a  specific  physical 
facility. 

Evaluation  Criteria,  Proposal  Review 

A  National  Office  panel  of  USDA 
employees  will  review  applications  for 
eligibility,  completeness,  and 
responsiveness  to  this  NOFA. 

Incomplete  or  non-responsive 
applications  will  be  returned  to  the 
applicant  and  not  evaluated  further.  If 
the  submission  deadline  has  not  expired 
and  time  permits,  ineligible  applications 
may  be  returned  to  the  applicants  for 
possible  revision. 

The  proposal  will  be  evaluated  using 
the  criteria  specified  below.  Failure  to 
address  any  one  of  the  criteria  will 
disqualify  the  application.  All  proposals 
must  be  in  compliance  with  this  NOFA 
and  applicable  statutes. 

Prior  to  technical  examination,  a 
preliminary  review  will  be  made  by 


FSA  Outreach  Staff  for  responsiveness 
to  this  solicitation.  Proposals  that  do  not 
fall  within  the  solicitation  guidelines  or 
are  otherwise  ineligible  will  be 
eliminated  from  competition.  All 
responsive  proposals  will  be  reviewed 
by  a  panel  of  reviewers  using  the 
evaluation  criteria  stated  below.  The 
selected  USDA  employee  reviewers  will 
be  chosen  to  provide  maximum 
expertise  and  objective  judgment  in  the 
evaluation  of  proposals.  Evaluated 
proposals  will  be  ranked  by  the  FSA 
Outreach  Staff  based  on  the  evaluation 
criteria  and  weights  listed  below.  Final 
approval  of  those  proposals  will  be 
made  by  the  Administrator  of  FSA, 
subject  to  the  availability  of  funding. 

Evaluation  Criteria  and  Weights 

All  responsive  proposals  will  be 
reviewed  based  on  the  following  seven 
criteria: 

(1)  Applicant’s  Commitment  and 
Resources  (15  points).  The  standard 
evaluates  the  degree  to  which  the 
organization  is  committed  to  the  project, 
and  the  experience,  qualifications, 
competency,  and  availability  of 
personnel  and  resources  to  direct  and 
carry  out  the  project.  In  addition,  the 
applicant  must  demonstrate  its  ability  to 
deliver  credit  outreach  services  utilizing 
the  FSA  online  Farm  Business  Plan 
software  program  within  3  months  after 
acceptance  of  any  financial  award. 

(2)  Feasibility  and  Policy  Consistency 
(20  points).  The  standard  evaluates  the 
degree  to  which  the  proposal  clearly 
describes  its  objectives  and  evidences  a 
high  level,  of  feasibility.  This  criterion 
relates  to  the  adequacy  and  soundness 
of  the  proposed  approach  to  the  solution 
of  the  problem  and  evaluates  the  plan  of 
operation,  timetable,  evaluation,  and 
dissemination  plans. 

(3)  Detailed  Description  of 
Collaborative  Partnerships,  if  any,  and 
Program  Recipients  (20  points).  This 
standard  evaluates  the  degree  to  which 
the  proposal  reflects  partnerships.and 
collaborative  initiatives  with  other 
agencies  or  organizations  to  enhance  the 
quality  and  effectiveness  of  the  program. 
Additionally,  the  areas  and  number  of 
underserved  American  Indian  farmers, 
ranchers,  and  youth  who  would  benefit 
from  the  services  offered  will  be 
evaluated. 

(4)  Outreach  to  Socially 
Disadvantaged  American  Indian 
Applicants  (10  points).  This  standard 
evaluates  the  degree  to  which  the 
proposal  contains  detailed  programs  to 
reach  persons  identified  as  socially 
disadvantaged  American  Indian  farmers, 
ranchers,  and  youth.  The  proposal  will 
be  evaluated  for  its  potential  for 
encouraging  and  assisting  socially 


disadvantaged  American  Indian  farmers, 
ranchers,  and  youth  to  utilize  the 
various  FSA  agriculture  credit 
programs.  Elements  considered  include 
impact,  continuation  plans,  innovation, 
and  expected  products  and  results. 

(5)  Innovative  Strategies  (25  points). 
This  standard  evaluates  the  degree  to 
which  the  proposal  reflects  innovative 
strategies  for  reaching  the  population 
targeted  in  the  proposal  and  achieving 
the  project  objectives.  This  standard 
will  also  evaluate  data  tracking 
capability.  For  data  tracking,  the 
standard  evaluates  evidence  that  the 
applicant  has  the  ability  to  put  in  place 
within  3  months  of  award  a  data 
tracking  system  that  can  record  and 
track  all  credit  outreach  activities  and 
the  ability  to  provide  detailed  statistical 
information  on  an  ad  hoc  basis,  with 
additional  evidence  supporting  the 
system’s  ability  to  function  on  a  real¬ 
time  basis  as  well  its  ability  to  be 
available  online  through  the  Internet. 

For  innovative  solutions,  the  standard 
evaluates  originality,  practicality,  and 
creativity  in  proposing  ways  to  develop 
and  test  innovative  solutions  to  existing 
or  anticipated  credit  issues  or  problems 
of  socially  disadvantaged  American 
Indian  farmers,  ranchers,  and  youth. 

The  proposal  will  be  reviewed  for  its 
responsiveness  to  the  need  to  provide 
socially  disadvantaged  American  Indian 
farmers,  ranchers,  and  youth  with 
promotion,  relevant  information,  and 
direct  assistance  in  applying  for  and 
receiving  FSA  agriculture  credit,  and 
other  essential  information  to  enhance 
participation  in  agricultural  programs 
and  conduct  a  successful  farming  or 
ranching  operation. 

(6)  Overall  Quality  of  the  Proposal  (5 
points).  This  standard  evaluates  the 
degree  to  which  the  proposal  complies 
with  this  NOFA  and  is  of  high  quality. 
Elements  considered  include  adherence 
to  instructions,  accuracy  and 
completeness  of  forms,  clarity  and 
organization  of  ideas,  thoroughness  and 
sufficiency  of  detail  in  the  budget 
narrative,  specificity  of  allocations 
between  targeted  areas  if  the  proposal 
addresses  more  than  one  area,  and 
completeness  of  vitae  for  all  key 
personnel  associated  with  the  project. 

(7)  Accuracy  of  Proposed  Budget  and 
Justification  (5  points).  This  standard 
evaluates  the  accuracy  of  the  proposed 
budget  and  the  accompanying  budget 
justification.  The  proposed  budget 
should  provide  a  detailed  description  of 
each  budget  category  that  includes 
categorical  subtotals  as  well  as  a 
separate  budget  justification  that  clearly 
defines  and  explains  each  and  every 
proposed  budget  line  item. 
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Selection  Process 

When  the  reviewers  have  completed 
their  individual  evaluations,  the  panel 
reviewers,  based  on  the  individual 
reviews,  will  make  a  recommendation  to 
the  Administrator  that  one  responsive 
proposal  be  approved  for  support  from 
available  funds.  Prior  to  award,  the 
Administrator  reserves  the  right  to 
negotiate  with  an  applicant  whose 
project  is  recommended  for  funding 
regarding  project  revisions  (for  example, 
change  in  scope  of  work  or  the  Agency’s 
significant  involvement),  funding  level, 
or  period  of  support.  A  proposal  may  be 
withdrawn  at  any  time  before  a  final 
funding  decision  is  made. 

Cooperative  Agreement  Awards 

Within  the  limit  of  funds  available  for 
such  purpose,  the  Administrator  will 
enter  into  a  cooperative  agreement  with 
the  successful  applicant.  The  date 
specified  by  the  Administrator  as  the 
effective  date  of  the  award  will  not  be 
later  than  12  months  after  the  project  is 
approved  for  support  and  funds  are 
appropriated  for  such  purpose,  unless 
otherwise  permitted  by  law. 

When  to  Submit  an  Application 

The  deadline  for  receipt  of  all 
applications  is  5  p.m.  eastern  time 
September  28,  2009.  The  Agency  will 
not  accept  any  application  received  after 
the  deadline. 

Cooperator  Requirements 

Cooperators  will  be  required  to  do  the 
following: 

•  Sign  required  Federal  assistance 
forms  including: 

o  Form  AD-1047,  Certification 
Regarding  Debarment,  Suspension,  and 
Other  Responsibility  Matters — Primary 
Covered  Transactions; 

o  Form  AD-1048,  Certification 
Regarding  Debarment,  Suspension, 
Ineligibility  and  Voluntary  Exclusion — 
Lower  Tier  Covered  Transactions; 

°  Form  AD-1049,  Certification 
Regarding  a  Drug-Free  Workplace 
Requirements  (Grants);  and 

o  Form  RD  400—4,  Assurance 
Agreement  (Civil  Rights). 

•  Use  Standard  Form  270,  Request  for 
Advance  or  Reimbursement  to  request 
payments. 

•  Submit  a  Standard  Form  269, 
Financial  Status  Report,  and  list 
expenditures  according  to  agreed  upon 
budget  categories  on  a  semi-annual 
basis.  A  semi-annual  financial  report  is 
due  within  45  days  after  the  first  6- 
month  project  period  and  an  annual 
financial  report  is  due  within  60  days 
after  the  second  6-month  project  period. 

•  Submit  quarterly  performance 
reports  that  compare  accomplishments 


to  the  objectives;  if  established 
objectives  are  not  met,  discuss 
problems,  delays,  or  other  problems  that 
may  affect  completion  of  the  project; 
establish  objectives  for  the  next 
reporting  period;  and  discuss 
compliance  with  any  special  conditions 
on  the  use  of  awarded  funds. 

•  Maintain  a  financial  management 
system  that  is  acceptable  to  the  Agency. 

•  Submit  a  final  project  performance 
report. 

•  Sign  an  agency  approved 
cooperative  agreement  (an  example  of 
which  is  provided  at  the  end  of  this 
notice). 

Other  Federal  Statutes  and  Regulations 
That  Apply 

In  addition  to  the  requirements  .  . 
provided  in  this  notice,  other  Federal 
statutes  and  regulations  apply  to 
proposals  considered  for  review  and  to 
our  cooperative  agreement  awarded. 
These  include,  but  are  not  limited  to: 

•  7  CFR  part  15,  subpart  A, 
Nondiscrimination  in  Federally- 
Assisted  Programs  of  the  Department  of  . 
Agriculture — Effectuation  of  Title  VI  of 
the  Civil  Rights  Act  of  1964; 

•  7  CFR  part  3015,  Uniform  Federal 
Assistance  Regulations; 

•  7  CFR  parts  3016,  Uniform 
Administrative  Requirements  for  Grants 
and  Cooperative  Agreements  to  State 
and  Local  Governments,  as  applicable; 

•  7  CFR  part  3017,  Governmentwide 
Debarment  and  Suspension  (Non¬ 
procurement); 

•  7  CFR  part  3018,  New  Restrictions 
on  Lobbying; 

•  7  CFR  part  3019,  Uniform 
Administrative  Requirements  for  Grants 
and  Agreements  with  Institutions  of 
Higher  Education,  Hospitals,  and  Other 
Non-profit  Organizations,  as  applicable; 

•  7  CFR  part  3021,  Governmentwide 
Requirements  for  Drug-Free  Workplace 
(Financial  Assistance);  and 

•  7  CFR  part  3052,  Audits  of  States, 
Local  Governments,  and  Non-Profit 
Organizations. 

Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  does 
not  apply  to  this  NOFA  because  the 
program  does  not  receive  applications 
from  more  than  10  persons  covered  by 
the  5  CFR  1320.3(c). 

Signed  in  Washington,  DC,  on  August  21, 
2009. 

Jonathan  W.  Coppess, 

Administrator,  Farm  Service  Agency. 

United  States  Department  of  Agriculture 
Farm  Service  Agency 
Cooperative  Agreement — American 
Indian  Outreach  Initiative 

This  Cooperative  Agreement 
(Agreement)  dated _  , 


between _ (Cooperator), 

and  the  United  States  of  America,  acting 
through  the  Farm  Service  Agency  of  the 
Department  of  Agriculture  (the  Agency), 

for  $ _ in  cooperative 

agreement  funds  under  the  program, 
delineates  the  agreement  of  the  parties. 

Now,  therefore,  in  consideration  of 
the  Agreement; 

The  parties  agree  that: 

(1)  All  the  terms  and  provisions  of  the 
Notice  entitled  “Notice  of  Funds 
Availability  (NOFA)  Inviting 
Applications  for  the  American  Indian 
Credit  Outreach  Initiative,”  published 
in  the  Federal  Register  on  August  27, 
2009  and  the  application  submitted  by 
the  Cooperator  for  this  Agreement, 
including  any  attachments  or 
amendments,  are  incorporated  and 
included  as  part  of  this  Agreement.  Any 
changes  to  these  documents  or  this 
agreement  must  be  approved  in  writing 
by  the  Agency. 

(2)  As  a  condition  of  the  Agreement, 
the  Cooperator  certifies  that  it  is  in 
compliance  with  and  will  comply  in  the 
course  of  the  Agreement  with  all 
applicable  laws,  regulations,  Executive 
Orders,  and  other  generally  applicable 
requirements,  including  those  contained 
in  7  CFR  3015.205(b),  which  are 
incorporated  into  this  agreement  by 
reference,  and  such  other  statutory 
provisions  as  are  specifically  contained 
herein.  The  Cooperator  will  comply 
with  title  VI  of  the  Civil  Rights  Act  of 
1964,  section  504  of  the  Rehabilitation 
Act  of  1973,  and  Executive  Order  12250. 

(3)  The  provisions  of  7  CFR  part  3015, 
Uniform  Federal  Assistance 
Regulations,  and  7  CFR  part  3019, 
Uniform  Administrative  Requirements 
for  Grants  and  Agreements  with 
institutions  of  Higher  Education, 
Hospitals,  and  Other  Nonprofit 
Organizations,  as  applicable,  are 
incorporated  herein  and  made  a  part 
hereof  by  reference. 

Further,  the  Cooperator  agrees  that  it 
will: 

(1)  Not  use  cooperative  agreement 
funds  to  plan,  repair,  rehabilitate, 
acquire,  or  construct  a  building  or 
facility  (including  a  processing  facility); 
or  to  purchase,  rent,  or  install  fixed 
equipment. 

(2)  Use  funds  only  for  the  purpose 
and  activities  specified  in  the  proposal 
approved  by  the  Agency  including  the 
approved  budget.  Any  uses  not 
provided  for  in  the  approved  budget 
must  be  approved  in  writing  by  the 
Agency  in  advance  of  obligation  by  the 
Agency. 

(3)  Submit  a  Standard  Form  269, 
Financial  Status  Report  and  list 
expenditures  according  to  agreed  upon 
budget  categories  on  a  semi-annual  ' 
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basis.  Reports  are  due  by  April  30  and 
October  30  after  the  cooperative 
agreement  is  awarded. 

(4)  Provide  periodic  reports  as 
required  by  the  Agency.  A  financial 
status  report  and  a  project  performance 
report  will  be  required  on  a  semi-annual 
basis.  The  financial  status  report  must 
show  how  cooperative  agreement  funds 
have  been  used  to  date  and  project  the 
funds  needed  and  their  purposes  for  the 
next  quarter.  A  final  report  may  serve  as 
the  last  semi-annual  report.  Cooperators 
must  constantly  monitor  performance  to 
ensure  that  time  schedules  are  being 
met  and  projected  goals  by  time  periods 
are  being  accomplished.  The  project 
performance  reports  must  include  the 
following: 

a.  A  comparison  of  actual 
accomplishments  to  the  objectives  for 
that  period. 

b.  Reasons  why  established  objectives 
were  not  met,  if  applicable. 

c.  Reasons  for  any  problems,  delays, 
or  adverse  conditions  which  will  affect 
attainment  of  overall  program 
objectives,  prevent  meeting  time 
schedules  or  objectives,  or  preclude  the 
attainment  of  particular  objectives 
during  established  time  periods.  This 
disclosure  must  be  accomplished  by  a 
statement  of  the  action  taken  or  planned 
to  resolve  the  situation. 

d.  Objectives  and  timetables 
established  for  the  next  reporting 
period. 

e.  The  final  report  will  also  address 
the  following: 

(i)  What  have  been  the  most 
challenging  or  unexpected  aspects  of 
this  program? 

(ii)  What  advice  you  would  give  to 
other  organizations  planning  a  similar 
program?  These  should  include 
strengths  and  limitations  of  the 
program.  If  you  had  the  opportunity, 
.what  would  you  have  done  differently? 

(iii)  If  an  innovative  approach  was 
used  successfully,  the  cooperator  should 
describe  their  program  in  detail  so  that 
other  organizations  might  consider 
replication  in  their  areas. 

5.  Provide  Financial  Management 
Systems  which  will  include: 

a.  Records  that  identify  adequately  the 
source  and  application  of  funds  for 
cooperative  agreement  supported 
activities.  Those  records  must  contain 
information  pertaining  to  grant  and 
cooperative  agreement  awards  and 
authorizations,  obligations,  unobligated 
balances,  assets,  liabilities,  outlays,  and 
income. 

b.  Effective  control  over  and 
accountability  for  all  funds,  property, 
and  other  assets.  Cooperator  must 
adequately  safeguard  all  such  assets  and 


ensure  that  they  are  used  solely  for 
authorized  purposes. 

c.  Accounting  records  supported  by 
source  documentation. 

6.  Retain  financial  records,  supporting 
documents,  statistical  records,  and  all 
other  records  pertinent  to  the 
cooperative  agreement  for  a  period  of  at 
leasti  3  years  after  closing,  except  that 
the  records  must  be  retained  beyond  the 
3-year  period  if  audit  findings  have  not 
been  resolved.  Microfilm  or  photocopies 
or  similar  methods  may  be  substituted 
in  lieu  of  original  records.  The  Agency 
and  the  Comptroller  General  of  the 
United  States,  or  any  of  their  duly 
authorized  representatives,  must  have 
access  to  any  books,  documents,  papers, 
and  records  of  the  Cooperator  that  are 
pertinent  to  the  specific  cooperative 
agreement  program  for  the  purpose  of 
making  audits,  examinations,  excerpts, 
and  transcripts. 

7.  Not  encumber,  transfer,  or  dispose 
of  the  equipment  or  any  part  thereof, 
acquired  wholly  or  in  part  with  Agency 
funds  without  the  written  consent  of  the 
Agency. 

8.  Not  duplicate  other  program 
purposes  for  which  monies  have  been 
received,  are  committed,  or  are  applied 
to  from  other  sources  (public  or  private). 

9.  Immediately  refund  to  the  Agency, 
at  the  end  of  the  Agreement,  any 
balance  of  unobligated  funds  received 
from  the  Agency. 

The  Agency  agrees  that  it  will: 

1 .  Assist  in  defraying  the  project  cost 
by  reimbursing  or  advancing  to  the 
Cooperator  under  this  Agreement  an 
amount  not  to  exceed  [Funding  Amount 
$XX].  The  funds  will  be' reimbursed  or 
advanced  in  accordance  with  applicable 
Federal  regulations  based  on  submission 
to  the  Agency  by  the  Cooperator  of  a 
complete  Standard  Form  270. 

2.  Monitor  the  program  as  it  is  being 
implemented  and  operated. 

3.  Evaluate  the  performance  reports 
submitted  by  the  Cooperator  and 
recommend  revisions  where  necessary. 

4.  Halt  activity,  after  written  notice,  if 
project  objectives  are  not  met. 

5.  Identify  USDA  points  of  contact  to 
address  program  questions. 

Authorized  and  executed  this  day 

by:  _ _ 

(Cooperator) 


(Title) 

UNITED  STATES  OF  AMERICA 
FARM  SERVICE  AGENCY 
By: 

(Name) 


(Title) 

(FR  Doc.  E9— 20639  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3410-05-P 


DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Mendocino  Resource  Advisory 
Committee  „ 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Mendocino  County 
Resource  Advisory  Committee  will  meet 
September  18,  2009  (RAC)  in  Willits, 
California.  Agenda  items  to  be  covered 
include:  (1)  Approval  of  minutes,  (2) 
Handout  Discussion,  (3)  Public 
Comment,  (4)  Financial  Report,  (5)  Sub¬ 
committees,  (6)  Matters  before  the 
group,  (7)  Discussion — approval  of 
projects,  (8)  Next  agenda  and  meeting 
date. 

DATES:  The  meeting  will  be  held  on 
September  18,  2009,  from  9  a.m.  until 
12  noon. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Mendocino  County  Museum, 
located  at  400  E.  Commercial  St., 
Willits,  California. 

FOR  FURTHER  INFORMATION  CONTACT: 

Roberta  Hurt,  Committee  Coordinator, 
USDA,  Mendocino  National  Forest, 
Covelo  Ranger  District,  78150  Covelo 
Road,  Covelo,  CA  95428.  (707)  983- 
6658;  e-mail 

windmill@willitsonhine.com. 

SUPPLEMENTARY  INFORMATION:  The 

meeting  is  open  to  the  public.  Persons 
who  wish  to  bring  matters  to  the 
attention  of  the  Committee  may  file 
written  statements  with  the  Committee 
staff  by  September  14,  2009.  Public 
commenters  will  have  the  opportunity 
to  address  the  Committee  at  the 
meeting. 

Dated:  August  20,  2009. 

Lee  Johnson, 

Designated  Federal  Official. 

[FR  Doc.  E9-20563  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3410-11-M 


DEPARTMENT  OF  COMMERCE 

Submission  for  OMB  Review; 
Comment  Request 

The  Department  of  Commerce  will 
submit  to  the  Office  of  Management  and 
Budget  (OMB)  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
Chapter  35). 

Agency:  National  Oceanic  and 
Atmospheric  Administration  (NOAA). 

Title:  Reporting  Requirements  for 
Commercial  Fisheries  Authorization 
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under  Section  118  of  the  Marine 
Mammal  Protection  Act. 

OMB  Control  Number:  0648-0292. 
Form  Number(s):  NA. 

Type  of  Request  :  Regular  submission. 
Number  of  Respondents >200. 

Average  Hours  per  Response:  15 
minutes. 

Burden  Hours:  50. 

Needs  and  Uses:  The  reporting  injury 
and/or  mortalities  of  marine  mammals 
is  mandated  under  Section  118  of  the 
Marine  Mammal  Protection  Act.  This 
information  is  required  to  determine  the 
impacts  of  commercial  fishing  on 
marine  mammal  populations.  This 
information  is  also  used  to  categorize 
commercial  fisheries  into  Category  I,  II 
or  III.  Participants  in  Categories  I  and  II 
must  be  authorized  to  take  marine 
mammals,  while  those  in  Category  III 
are  exempt  from  that  requirement.  All 
categories  must  report  injuries  or 
mortalities  on  the  National  Marine 
Fisheries  Service  (NMFS)  Marine 
Mammal  Authorization  Program  marine 
mammal  mortality/injury  formv 
Affected  Public:  Business  or  other  for- 
profit  organizations. 

Frequency:  On  occasion. 

Respondent’s  Obligation:  Mandatory. 
OMB  Desk  Officer:  David  Rostker, 

(202)  395-3897. 

Copies  of  the  above  information 
collection  proposal  can  be  obtained  by 
calling  or  writing  Diana  Hynek, 
Departmental  Paperwork  Clearance 
Officer,  (202)  482-0266,  Department  of 
Commerce,  Room  7845, 14th  and 
Constitution  Avenue,  NW.,  Washington, 
DC  20230  (or  via  the  Internet  at 
dHynek@doc.gov ) . 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent 
within  30  days  of  publication  of  this 
notice  to  David  Rostker,  OMB  Desk 
Officer,  FAX  number  (202)  395-7285,  or 
David_Rostker@omb.eop.gov. 

Dated:  August  24,  2009. 

Gwellnar  Banks, 

Management  Analyst,  Office  of  the  Chief 
Information  Officer. 

[FR  Doc.  E 9— 20662  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-22-P 

DEPARTMENT  OF  COMMERCE 

Submission  for  OMB  Review; 
Comment  Request 

The  Department  of  Commerce  will 
submit  to  the  Office  of  Management  and 
Budget  (OMB)  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
Chapter  35). 


Agency:  National  Oceanic  and 
Atmospheric  Administration  (NOAA). 

Title:  Atlantic  Highly  Migratory 
Species  Recreational  Landings  Reports. 
OMB  Control  Number:  0648-0328. 

Form  Number(s):  None. 

Type  of  Request:  Regular  submission. 
Number  of  Respondents:  11,396. 
Average  Hours  per  Response:  Internet 
and  Interactive  Voice  Response  landing 
reports  and  call-backs  for  bluefin  tuna 
over  73  inches,  5  minutes;  landing  cards 
for  Maryland  (MD)  and  North  Carolina 
(NC),  10  minutes;  MD  and  NC  weekly 
reports,  1  hour;  MD  and  NC  annual ' 
reports,  4  hours. 

Burden  Hours:  1,439. 

Needs  and  Uses:  This  information 
collection  consists  of  a  mandatory  catch 
reporting  program  in  the  recreational 
fishery  for  Atlantic  bluefin  tuna, 

Atlantic  swordfish,  Atlantic  blue 
marlin,  Atlantic  white  marlin,  and 
Atlantic  sailfish.  Anglers  harvesting 
these  species  must  report  through  a  toll- 
free  telephone  system  or  an  Internet  site, 
or  through  landing  card  programs 
administered  by  some  States.  Catch 
monitoring  and  collection  of  catch  and 
effort  statistics  in  these  fisheries  are 
required  under  the  Atlantic  Tunas  . 
Convention  Act  (16  U.S.C.  971  et  seq.) 
and  the  Magnuson-Stevens  Fishery 
Conservation  and  Management  Act  (16 
U.S.C.  1801  et  seq.).  The  information 
collected  through  this  program  is 
essential  for  the  United  States  to  meet 
its  reporting  obligations  to  the 
International  Commission  for  the 
Conservation  of  Atlantic  Tunas  (ICCAT) 
and  to  assure  the  harvest  of  these 
species  remains  within  ICCAT  required 
quotas  and  landings  limits. 

Affected  Public:  Individuals  or 
households;  State,  local  or  tribal 
governments. 

Frequency:  On  occasion,  weekly  and 
annually. 

Respondent’s  Obligation:  Mandatory. 

OMB  Desk  Officer:  David  Rostker, 
(202)  395-3897. 

Copies  of  the  above  information 
collection  proposal  can  be  obtained  by 
calling  or  writing  Diana  Hynek, 
Departmental  Paperwork  Clearance 
Officer,  (202)  482-0266,  Department  of 
Commerce,  Room  7845, 14th  and 
Constitution  Avenue,  NW.,  Washington, 
DC  20230  (or  via  the  Internet  at 
dHynek@doc.gov). 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent 
within  30  days  of  publication  of  this 
notice  to  David  Rostker,  OMB  Desk 
Officer,  FAX  number  (202)  395-7285,  or 
David_Rostker@omb.eop.gov. 


Dated:  August  24,  2009. 

Gwellnar  Banks, 

Management  Analyst,  Office  of  the  Chief 
Information  Officer. 

(FR  Doc.  E 9— 20663  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-22-P 

DEPARTMENT  OF  COMMERCE 

Foreign-Trade  Zones  Board 

Docket  35-2009 

Foreign-Trade  Zone  134  - 
Chattanooga,  TN,  Application  for 
Manufacturing  Authority,  Volkswagen 
Group  of  America  Chattanooga 
Operations,  LLC  (Motor  Vehicles), 
Chattanooga,  TN 

An  application  has  been  submitted  to 
the  Foreign-Trade  Zones  Board  (the 
Board)  by  the  Chattanooga  Chamber 
Foundation,  grantee  of  FTZ  134, 
pursuant  to  Section  400.28(a)(2)  of  the 
Board’s  regulations  (15  CFR  Part  400), 
requesting  authority  on  behalf  of 
Volkswagen  Group  of  America 
Chattanooga  Operations,  LLC  (VGACO) 
to  produce  light-duty  passenger 
vehicles  under  FTZ  procedures  within 
FTZ  134.  It  was  formally  filed  on 
August  19,  2009. 

The  VGACO  facility  (1,187  acres,  2.1 
million  sq.ft.)  is  located  at  7351 
Enterprise  South  Boulevard  within  the 
Enterprise  South  Industrial  Park  in 
Chattanooga  (Hamilton  County), 
Tennessee  (Site  3).  The  facility 
(approximately  2,000  employees), 
currently  under  construction,  will  be 
used  to  produce  passenger  sedans,  sport 
utility  vehicles,  and  minivans  for  export 
and  the  domestic  market.  At  full 
capacity,  the  facility  will  manufacture 
up  to  approximately  150,000  vehicles 
annually.  Components  to  be  purchased 
from  abroad  (representing  about  25%  of 
total  material  inputs,  by  value)  would 
include:  paint  and  varnish,  zinc  coating, 
sealants,  grease/lubricating  agents, 
adhesives,  motor  oil,  transmission  fluid, 
fuel  additives,  anti-freeze,  tubing 
flexible  rubber  tubes/hoses,  self- 
adhesive  plastic  or  polyurethane  sheets/ 
foil/film,  labels,  sealing  tape,  plastic 
bags,  articles  of  plastic  (incl.  handles, 
grips,  knobs,  locks,  seals,  o-rings,  caps), 
articles  of  rubber  (incl.  belts,  tubes, 
hoses,  dampeners,  grommets,  plugs, 
mountings),  tires,  gaskets,  seals,  floor 
mats,  leather  bags,  man-made  fiber  and 
cotton  bags/cases  (HTSUS  categories 
4202.12.8030,  4202.12.8070,  5608.19, 
6305.20;  will  be  admitted  to  the  zone 
under  privileged  foreign  status  (19  CFR 
§  146.41)  or  domestic  (duty  paid)  status 
(19  CFR  §  146.43)),  leather  articles, 
wood  boxes,  printed  materials,  nets, 
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carpet  sets,  safety  glass,  glass  lenses, 
mirrors,  car  covers,  heat  deflectors, 
tube/pipe  fittings,  pins,  hangers,  body 
parts,  trim  parts,  articles  of  base  metals, 
doors,  fasteners,  cotter  pins,  helical 
springs,  clamps,  articles  of  aluminum, 
hand  tools,  catalytic  converters,  locks 
and  keys,  spark-ignition  and  diesel 
engines,  engine  parts,  pumps, 
compressors,  air  conditioner 
components,  turbochargers,  cooling 
boxes,  filters,  valves,  parts  of  steering 
systems,  steering  wheels,  hubs  and 
flanges,  chain,  universal  joints,  clutches, 
half/ drive  shafts,  transmissions  and 
parts  thereof,  torque  converters, 
differentials,  bearings  and  parts  thereof, 
compasses,  thermostats,  motors,, 
batteries,  ignition  parts,  electrical  parts, 
lighting  equipment,  horns,  windshield 
wipers,  electric  heaters,  cameras,  audio/ 
video  components,  speakers,  antennas, 
wiring  harnesses,  seats,  seat  belts,  airbag 
modules/inflators,  brake  components, 
wheels,  wheel  locks,  lug  nuts,  lug 
wrenches,  suspension  components, 
radiators,  heater  cores,  exhaust  systems, 
hinges,  pneumatic  dampeners, 
speedometers,  tachometers,  voltmeters, 
flow  meters,  anti-theft  systems, 
regulators/controllers,  sensors,  resistors, 
relays,  starters,  electrical  components, 
cigarette  lighters,  clocks,  spark  plugs, 
and  switches  (duty  rate  range:  free 
20%).  The  application  also  requests 
authority  to  include  a  broad  range  of 
inputs  and  finished  motor  vehicles  that 
VGACO  may  produce  under  FTZ 
procedures  in  the  future.  New  major 
activity  involving  these  inputs/products 
would  require  review  by  the  FTZ  Board. 

FTZ  procedures  could  exempt 
VGACO  from  customs  duty  payments 
on  foreign  components  used  in  export 
production  (estimated  to  be  20%  of 
plant  shipments).  On  its  domestic  sales, 
VGACO  would  be  able  to  choose  the 
duty  rate  that  applies  to  finished 
passenger  vehicles  (2.5%)  for  the  foreign 
inputs  noted  above  that  have  higher 
rates.  Certain  logistical/supply  chain 
management  savings  would  also  be 
realized  through  FTZ  procedures. 
Customs  duties  also  could  possibly  be 
deferred  or  reduced  on  foreign  status 
production  equipment.  The  application 
indicates  that  the  savings  from  FTZ 
procedures  would  help  improve  the 
facility’s  international  competitiveness. 

In  accordance  with  the  Board’s 
regulations,  Pierre  Duy  of  the  FTZ  Staff 
is  designated  examiner  to  evaluate  and 
analyze  the  facts  and  information 
presented  in  the  application  and  case 
record  and  to  report  findings  and 
recommendations  to  the  Board. 

Public  comment  is  invited  from 
interested  parties.  Submissions  (original 
and  3  copies)  shall  be  addressed  to  the 


Board’s  Executive  Secretary  at  the 
following  address:  Office  of  the 
Executive  Secretary,  Room  2111,  U.S. 
Department  of  Commerce,  1401 
Constitution  Avenue,  NW,  Washington, 
DC  20230-0002.  The  closing  period  for 
receipt  of  comments  is  October  26, 

2009.  Rebuttal  comments  in  response  to 
material  submitted  during  the  foregoing 
period  may  be  submitted  during  the 
subsequent  15-day  period  to  November 
10,  2009. 

A  copy  of  the  application  will  be 
available  for  public  inspection  at  the 
Office  of  the  Foreign-Trade  Zones 
Board’s  Executive  Secretary  at  the 
address  listed  above  and  in  the 
“Reading  Room”  section  of  the  Board’s 
website,  which  is  accessible  via 
www.trade.gov/ftz.  For  further 
information,  contact  Pierre  Duy  at 
Pierre_Duy@ita.doc.gov  or  (202)  482- 
1378. 

Dated:  August  20,  2009. 

Andrew  McGilvray, 

Executive  Secretary , 

[FR  Doc.  E 9— 20710  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-DS-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration  (NOAA) 

[Docket  No.  0908101223-91223-01;  I.D. 
GF001] 

Applications  for  the  FY  2010  Ocean 
Exploration  (OE)  Program 

AGENCY:  Office  of  Ocean  Exploration 
and  Research  (OER),  Oceanic  and 
Atmospheric  Research  (OAR),  National 
Oceanic  and-  Atmospheric 
Administration  (NOAA),  Commerce. 
ACTION:  Notice  of  funding  availability. 

SUMMARY:  OER  is  seeking  pre-proposals 
and  full  proposals  to  support  its 
mission,  consistent  with  NOAA’s 
Strategic  Plan  to  search,  investigate,  and 
document  poorly-known  and  unknown 
areas  of  the  ocean  and  Great  Lakes 
through  interdisciplinary  exploration, 
and  to  advance  and  disseminate 
knowledge  of  the  ocean  environment 
and  its  physical,  chemical,  and 
biological  resources. 

Competitive  OE  proposals  will  be 
bold,  innovative  and  interdisciplinary 
in  their  approach.  OER  anticipates  a 
total  of  approximately  $3,000,000 
including  costs  for  ship  and  submersible 
assets  will  be  available  through  this 
announcement.  Only  exploratory 
proposals  will  be  funded;  any  other 
types  of  projects  will  not  be  reviewed. 
The  office  priorities  f°r  this  opportunity 
support  NOAA’s  mission  support  goal 


of:  Ecosystems — Protect,  Restore,  and 
Manage  Use  of  Coastal  and  Ocean 
Resources  through  Ecosystem-Based 
Management. 

DATES:  Completed  pre-proposals  are 
required  for  all  categories  and  must  be 
received  by  5  p.m.  (EDT)  on  October  8, 
2009.  Full  proposal  submissions  must 
be  received  by  5  p.m.  (EDT)  on 
December  7,  2009.  A  complete  pre- 
proposal  is  a  prerequisite  for  submission 
of  a  full  proposal.  Applications  received 
after  the  above  deadlines  will  not  be 
considered. 

ADDRESSES:  Pre-proposal  submissions 
from  Federal  and  non-Federal 
applicants  can  be  either  by  e-mail 
(preferred,  send  to 
OAR.OE.FAQ@noaa.gov)  or  by  hard¬ 
copy.  If  by  e-mail,  please  put  your  last 
name  in  the  subject  heading  along  with 
the  words  OE  Pre-proposal,  e.g.,  Smith 
OE  Pre-proposal.  Adobe  PDF  format  is 
preferred.  No  facsimile  pre-proposals 
will  be  accepted.  Non-Federal 
applicants  are  strongly  encouraged  to 
submit  full  proposals  through 
Grants.gov.  Non-Federal  applicants 
without  Internet  access  may  submit 
hard-copies  to:  ATTN:  Dr.  Nicolas 
Alvarado,  NOAA  Office  of  Ocean 
Exploration  and  Research,  SSMC  III, 

10th  Floor,  1315  East  West  Highway, 
Silver  Spring,  Maryland  20910.  No  e- 
mail  or  facsimile  full  proposal 
submissions  will  be  accepted  from  non- 
Federal  applicants.  Federal  applicants 
may  submit  full  proposals  either  by  e- 
mail  (preferred,  send  to 
OAR.OE.FAQ@noaa.gov)  or  by  hard¬ 
copy.  No  facsimile  full  proposal 
submissions  will  be  accepted  from 
Federal  applicants. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

further  information  contact  the  NOAA 
Office  of  Ocean  Exploration  and 
Research  at  (301)734-1015  or  submit 
inquiries  via  e-mail  to  the  Frequently 
Asked  Questions  address: 
OAR.OE.FAQ@noaa.gov.  E-mail 
inquiries  should  include  the  Principal 
Investigator’s  name  in  the  subject 
heading.  Inquiries  can  be  mailed  to: 
ATTN:  Dr.  Nicolas  Alvarado  NOAA 
Office  of  Ocean  Exploration  and 
Research,  1315  East-West  Highway 
SSMC3, 10th  Floor,  R/OER,  Silver 
Spring,  Maryland  20910. 

SUPPLEMENTARY  INFORMATION:  Ocean 
exploration  was  defined  by  the  2000 
President’s  Panel  on  Ocean  Exploration, 
as  “discovery  through  disciplined 
diverse  observations  and  the  recording 
of  the  finding.”  NOAA’s  Office  of  Ocean 
Exploration  and  Research  seeks  to 
catalyze  ocean  discovery  and 
understanding  at  our  ocean  and  Great 
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Lakes  frontiers  through  bold  and 
innovative  explorations.  These 
explorations  should  revolutionize  our 
knowledge  baselines  by  exploring, 
characterizing  and  mapping,  at  new 
and/or  higher  scales,  the  oceans  living 
and  nonliving  resources  and  its 
physical,  chemical  and  biological 
characteristics.  Data  and  observations 
resulting  from  OE  expeditions  will 
result  in  new  discoveries,  new  insight, 
new  knowledge  and  new  frontiers  and 
will  likely  lead  to  the  revision  of 
existing  paradigms  or  the  formulation  of 
new  paradigms  in  the  oceans  poorly 
known  and  unknown  regions.  The 
purpose  of  this  announcement  is  to 
invite  the  submission  of  pre-proposals 
and  full  proposals  that  address  ocean 
exploration  and  advanced  technology 
development. 

Through  discovery  and  the  systematic 
exploration  of  unknown  ocean  areas  and 
phenomena,  OER  serves  to  ensure 
NOAA  can  meet  its  goal  to,  “Protect, 
Restore,  and  Manage  the  Use  of  Coastal 
and  Ocean  Resources  Through  an 
Ecosystem  Approach  to  Management” 
(New  Priorities  for  the  21st  Century, 
NOAA’s  Strategic  Vision).  The  results  of 
OER  activities  are  cornerstones  upon 
which  ecosystems  will  be  discovered, 
defined  and  understood  thus  enabling 
them  to  be  protected,  restored,  and 
managed.  The  interdisciplinary  and 
multidisciplinary  nature  of  OER 
activities  also  serves  NOAA’s  current 
strategic  plan  (New  Priorities  for  the 
21st  Century — NOAA’s  Strategic  Plan) 
goal  to  “Understand  Climate  Variability 
and  Change  to  Enhance  Society’s  Ability 
to  Plan  and  Respond.”  The  discovery 
and  characterization  of  new  ocean 
phenomena  and  dynamic  processes 
provide  essential  information  for 
understanding  ocean — atmosphere 
connections  and  their  influence  on 
climate.  The  discovery  of  new  habitats 
and  species  also  provides  essential 
information  for  understanding  the 
effects  of  a  changing  climate  on  the 
marine  resources  upon  which  we 
depend. 

The  need  for  interdisciplinary  ocean 
exploration  is  echoed  as  a  priority  in 
NOAA’s  20-year  research  vision, 
Understanding  Global  Ecosystems  to 
Support  Informed  Decision-Making, 
because  they  provide  a  foundation  for 
understanding  complex  relationships 
between  ocean  and  terrestrial 
ecosystems.  This  need  is  also  elaborated 
in  NOAA’s  current  5-year  research  plan, 
Research  in  NOAA:  Toward 
Understanding  and  Predicting  Earth’s 
Environment,  and  both  the  vision  and 
the  plan  acknowledge  the  need  for  new 
ocean  technologies,  including  new 
sensors  and  platforms  as  well  as 


enhanced  information  and 
telecommunications  technologies.  OERS 
core  activities  also  directly  address  the 
Ocean  Research  Priorities  Plan  and 
Implementation  Strategy  challenge  of 
“Expanding  the  Scientific  Frontier:  The 
Need  for  Fundamental  Science,”  which 
states,  “It  is  essential  that  the  nation 
cultivate  and  investigate  new  ideas 
about  the  ocean  and  new  approaches  for 
exploring  the  marine  environment  that 
may  challenge  existing  interpretations. 
In  doing  so,  society  should  recognize 
and  even  encourage  risk-taking  in 
supporting  the  most  exciting  and 
promising  ideas  for  making  progress  in 
understanding  the  ocean.” 

Charting  The  Course  For  Ocean 
Science,  NSTC  Joint  Subcommittee  On 
Ocean  Science  And  Technology,  Jan.  26, 
2007,  p.  6. 

OER  provides  a  foundation  for  all  six 
themes  in  the  Ocean  Research  Priorities 
Plan  through  its  exploration  and 
discovery  mission.  Further,  as 
envisioned  in  the  Report  of  the 
President’s  Panel  on  Ocean  Exploration, 
Discovering  the  Earth’s  Final  Frontier:  A 
U.S.  Strategy  for  Ocean  Exploration, 
OER  also  engages  in  partnerships  with 
other  agencies  and  programs,  e.g.,  the 
National  Science  Foundation,  the 
Department  of  Interior  Minerals 
Management  Service,  the  Office  of 
Naval  Research,  the  Census  of  Marine 
Life,  and  the  National  Oceanographic 
Partnership  Program,  to  leverage  its 
pursuit  and  achievement  of  NOAA 
goals.  In  furtherance  of  the  program 
objectives  stated  above,  OER  encourages 
proposals  that  explore  the  unknown  or 
poorly  known,  test  new  ideas,  utilize 
new  approaches,  and  develop  new 
technologies  in  ocean  exploration. 
Because  interdisciplinary  expeditions 
are  a  keystone  of  NOAA’s  Office  of 
Ocean  Exploration  and  Research, 
scientists  are  strongly  encouraged  to 
collaborate  by  submitting  a  single 
proposal  for  a  multi-disGiplinary 
expedition. 

Collaborations  that  include 
international  representation  are  also 
encouraged.  Only  exploratory  proposals 
will  be  funded:  any  other  types  of 
projects  will  not  be  reviewed. 

Electronic  Access: 

The  full  text  of  the  full  Federal 
Funding  Opportunity  announcement 
(FFO)  for  this  program  can  be  accessed 
via  the  Grants.gov  Web  site  at  http:// 
www.grants.gov.  The  announcement 
will  also  be  available  by  contacting  the 
program  officials  identified  under  FOR 
FURTHER  INFORMATION  CONTACT. 
Applicants  must  comply  with  all 
requirements  contained  in'the  full 
Federal  Funding  Opportunity . 
announcement. 


Statutory  Authority:  33  U.S.C. 
3403(a)(4). 

CFDA:  11.460,  Special  Oceanic  and 
Atmospheric  Projects. 

Funding  Availability:  In  anticipation 
of  the  FY  2010  President’s  Budget,  OER 
anticipates  a  total  of  approximately 
$3,000,000  will  be  available  through 
this  announcement.  Depending  on  the 
quality  and  quantity  of  proposals 
received,  OER  anticipates  supporting 
approximately  6  awards  through  this 
solicitation,  resulting  in  an  average 
award  level  of  approximately  $500,000. 
At  the  discretion  of  the  program,  FY 
2011  funds  may  be  used  to  sponsor 
proposals  submitted  as  part  of  this 
competition.  The  amount  of  funding 
available  through  this  announcement  is 
subject  to  the  final  FY  2010 
appropriation  for  the  Office  of  Ocean 
Exploration  and  Research.  Publication 
of  this  announcement  does  not  obligate 
NOAA  to  fund  any  specific  project  or  to 
obligate  all  or  any  part  of  available 
funds.  There  is  no  guarantee  that 
sufficient  funds  will  be  available  to 
initiate  or  continue  research  activities 
where  funding  has  been  recommended 
by  OER.  The  exact  amount  of  funds  that 
OER  may  recommend  be  granted  will  be 
determined  in  pre-award  negotiations 
between  the  applicant  and  NOAA 
representatives.  Future  opportunities  for 
submitting  proposals  may  be  available 
and  will  depend  on  OER  funding  levels. 

Eligibility:  Eligible  applicants  are 
institutions  of  higher  education;  other 
nonprofits;  commercial  organizations; 
foreign  governments;  organizations 
under  the  jurisdiction  of  foreign 
governments;  international 
organizations;  State,  local  and  Indian 
tribal  governments;  and  Federal 
agencies. 

Please  Note:  Before  non-NOAA  Federal 
applicants  may  be  funded,  they  must 
demonstrate  that  they  have  legal  authority  to 
receive  funds  from  another  Federal  agency  in 
excess  of  their  appropriation.  Because  this 
announcement  is  not  proposing  to  procure 
goods  or  services  from  applicants,  the 
Economy  Act  (31  U.S.C.  1535)  is  not  an 
appropriate  legal  basis. 

Cost  Sharing  Requirements:  Cost¬ 
sharing  is  not  required. 

Application  Package  Forms:  Pre- 
proposals:  Applicants  must  submit  a 
two-page  pre-proposal  narrative  (See 
section  IV.B.l.  of  the  FFO),  in  addition 
to  a  cover  sheet  that  may  be  obtained 
through  the  OER  Office  Web  site  at: 
http://explore.noaa.gov/cover-sheet.  For 
applicants  without  Internet  access,  hard 
copies  of  the  cover  sheet  can  be 
obtained  via  mail  at  NOAA  Office  of 
Ocean  Exploration  and  Research,  1315 
East  West  Highway,  SSMC  3, 10th  Floor, 
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Silver  Spring,  Maryland  20910,  or 
requested  by  phone  at  (301)  734-1015. 

Full  Proposals:  Application  forms  for 
full  proposals  are  available  through 
Grants.gov.  In  addition  to  the 
application  forms,  applicants  must 
submit  a  proposal  cover  sheet,  which  is 
found  at  OER  Web  site  http:// 
explore.noaa.gov/cover-sheet. 

For  applicants  without  Internet 
access,  hard  copies  of  the  cover  sheet 
and  the  application  package  can  be 
obtained  via  mail  at  NOAA  Office  of 
Ocean  Exploration  and  Research,  1315 
East  West  Highway,  SSMC  3, 10th  Floor, 
Silver  Spring,  Maryland  20910,  or 
requested  by  phone  at  (301)  734-1015  as 
well.  Supplemental  information 
regarding  the  standard  NOAA  grants 
documentation  can  be  obtained  at: 
h  ttp :// www.  of  a  .noaa  .gov/  %  7Egran  ts/ 
appkit.html.  All  applicants  are 
encouraged  to  visit  the  Ocean  Explorer 
Web  site  (http:// 
www.oceanexplorer.noaa.gov)  to 
familiarize  themselves  with  past  and 
present  OER- funded  activities. 
Background  information  on  how  to 
apply  for  the  program  is  found  on  the 
OER  Office  Web  site  at  http:// 
www.explore.noaa.gov. 

Evaluation  Criteria  and  Selection 
Procedures:  The  general  evaluation, 
criteria  and  selection  factors  that  apply 
to  full  applications  to  this  funding 
opportunity  are  summarized  below. 
Further  information  about  the 
evaluation  criteria  and  selection  factors 
can  be  found  in  the  full  funding 
opportunity  announcement. 

Evaluation  Criteria  for  Projects:  Pre- 
Proposal  Evaluation  Criteria:  The  OER 
Director,  in  consultation  with  the  office 
staff,  will  make  the  decision  to 
encourage  or  discourage  full  proposal 
submissions  based  on  one  or  more  of  the 
following  factors,  which  are  amplified 
in  the  section  on  review  of  full 
proposals:  (1)  Importance,  Relevance 
and  Applicability  erf  Proposal  to  the 
OER  Goals  and  thematic  priorities  (see 
section  I.A.  Office  and  Notice  Objectives 
and  section  I.B.  Office  Priorities  and 
Guidance  of  the  FFO);  (2)  Scientific  and 
Technical  Merit;  (3)  Overall 
qualifications  of  applicants;  (4)  Project 
Costs;  (5)  Logistical  feasibility  (e.g.,  ship 
or  equipment  availability);  and  (6) 
Consistency  with  the  priorities  of  this 
announcement. 

Full  Proposal  Evaluation  Criteria:  Full 
proposals  will  be  evaluated  and  rated 
individually  by  three  or  more 
independent  peer  reviewers  and/or  a 
peer-review  panel.  The  following 
criteria  will  be  used  to  review  proposals 
using  the  corresponding  weight  value: 

1.  Importance/Relevance  and 
Applicability  of  Proposal  to  OER  goals 


(40%):  This  criterion  ascertains  whether 
there  is  intrinsic  value  in  the  proposed 
work  and  relevance  to  appropriate 
NOAA,  international,  Federal,  regional, 
State,  or  local  activities.  For  the  OER 
review  process  this  includes  the  degree 
to  which  the  proposal  addresses  and 
supports  OER’s  mission,  objectives, 
themes  and  priorities  (see  section  I.A. 
Office  and  Notice  Objectives  and  section 

I.B.  Office  Priorities  and  Guidance  of  the 
FFO).  A  central  aspect  of  this  criteria  is 
whether  the  proposed  effort  is 
exploratory  in  nature  (expanding  the 
breadth  of  knowledge)  as  opposed  to  a 
research  focus  (expanding  the  depth  of 
knowledge  on  any  particular  topic). 

2.  Scientific  and  Technical  Merit 
(40% ):  This  criterion  ascertains  whether 
the  approach  is  technically  sound  and/ 
or  innovative,  if  the  methods  are 
appropriate,  and  whether  there  are  clear 
project  goals  and  objectives.  For  the 
OER  review  process,  in  addition  to  the 
scientific,  and/or  technical  merit  of  the 
effort,  review  criteria  include  whether: 
(a)  The  effort  is  interdisciplinary  with 
suitable  plans  and  methods,  (b)  the 
anticipated  results  (as  appropriate, 
scientific,  technical,  historical,  cultural, 
societal  or  economic)  will  have  high 
downstream  impact,  e.g.,  leading  to  the 
revision  of  existing  paradigms,  the 
formulation  of  new  paradigms  or  new 
frontiers  of  knowledge  or  activity  and 
(c)  plans  for  preservation, 
documentation,  and  sharing  of  data, 
multimedia,  specimen  collections  are 
adequately  and  clearly  outlined. 

3.  Overall  qualifications  of  applicants 
(10%):  This  ascertains  whether  the  . 
applicant(s)  possesses  the  necessary 
education,  experience,  training, 
facilities  and  administrative  resources  to 
accomplish  the  project.  For  the  OER 
review  process  this  includes  (a)  The 
qualifications  of  the  applicant(s),  (b)  the 
strength,  diversity  and  depth  of  any 
partnership  to  accomplish  the  work 
proposed,  and  (c)  the  applicant’s  prior 
OER  award  performance,  including 
timely  publication  of  results,  if 
applicable. 

4.  Project  Costs  (10%):  This  criterion 
evaluates  the  budget  to  determine  if  it 
is  realistic  and  commensurate  with  the 
project  needs  and  time-frame.  For  the 
OER  review  process  this  includes  the 
reasonableness  of  project  costs,  relative 
to  the  scope  and  impact  of  work 
proposed  and  the  available  funds. 

5.  Outreach  and  education  (no 
points):  This  criterion  assesses  whether 
the  project  provides  a  focused  and 
effective  education  and  outreach 
strategy  regarding  NOAA’s  mission  to 
protect  the  Nation’s  natural  resources. 
This  criterion  is  not  used  in  this 
competition. 


Review  and  Selection  Process:  The 
OER  Director,  in  consultation  with  the 
program  staff,  will  make  the  decision  to 
encourage  or  discourage  full  proposal 
submissions  based  on  one  or  more  of  the 
evaluation  criteria  stated  under 
Evaluation  Criteria  for  Projects.  A 
complete  pre-proposal  is  a  prerequisite 
for  submission  of  a  full  proposal.  The 
final  decision  to  submit  a  full  proposal 
is  up  to  the  applicant.  Once  a  full 
proposal  is  received  by  NOAA,  an 
initial  administrative  review  is 
conducted  to  determine  compliance 
with  requirements  and  completeness  of 
the  application.  If  proposals  are 
determined  to  be  in  compliance  and 
complete,  a  proposal  will  be  subjected 
to  peer-review.  Peer  reviewers  shall  rate 
the  individual  proposals  using  the 
evaluation  criteria  and  percentage 
weights  provided  above  and  provide 
summary  comment.  Both  Federal  and 
non-Federal  experts  in  the  field  may  be 
used  in  the  peer-review  process,  which 
may  include  external  mail  reviews  and/ 
or  a  peer-review  panel.  Peer-review 
panelists  will  not  be  asked  to  reach 
consensus  tm  individual  proposals. 

Based  on  the  individual  external  mail 
reviewer  scores,  summary  comments 
and,  as  appropriate,  summaries  and 
scores  by  the  panelists,  the  OER  Senior 
Scientist,  in  consultation  with 
appropriate  OER  staff,  will  make 
funding  recommendations  to  the  OER 
Director.  In  making  the  final  selections, 
the  OER  Director  Will  award  in  rank 
order  unless  the  proposal  is  justified  to 
be  selected  out  of  rank  order  based  upon 
one  or  more  of  the  selection  factors 
stated  in  the  section  entitled  Selection 
Factors  for  Projects  and  further 
explained  in  section  V.C  of  the  FFO. 

Selection  Factors  for  Projects:  The 
Selecting  Official  shall  award  in  the 
rank. order  unless  the  proposal  is 
justified  to  be  selected  out  of  rank  order 
based  on  the  following  factors. 

1.  Availability  of  funding. 

2.  Balance/distribution  of  funds: 

a.  Geographically  (This  includes  ship 
availability). 

b.  By  type  of  institutions. 

c.  By  type  of  partners. 

d.  By  research  areas. 

e.  By  project  types. 

3.  Whether  this  project  duplicates 
other  projects  funded  or  considered  for 
funding  by  NOAA  or  other  Federal 
agencies. 

4.  Program  priorities  and  policy 
factors  (as  in  section  I.B  of  the  FFO)-. 

5.  Applicants  prior  award 
performance. 

6.  Partnerships  and/or  participation  of 
targeted  groups. 

7.  Adequacy  of  information  necessary 
for  NOAA  staff  to  make  a  NEPA 
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determination  and  draft  necessary 
documentation  before  recommendations 
for  funding  are  made  to  the  Grants 
Officer. 

•  Intergovernmental  Review: 
Applications  under  this  office  are 
subject  to  Executive  Order  12372, 
“Intergovernmental  Review  of  Federal 
Programs.”  Applicants  must  contact 
their  State’s  Single  Point  of  Contact  > 
(SPOC)  to  find  out  about  and  comply 
with  the  State’s  process  under  EO 
12372.  The  names  and  addresses  of  the 
SPOC’s  are  listed  in  the  Office  of 
Management  and  Budget’s  Web  site: 
http://www.whitehouse.gov/omb/grants/ 
spoc.html. 

Limitation  of  Liability:  In  no  event 
.  will  NOAA  or  the  Department  of 
Commerce  be  responsible  for  proposal 
preparation  costs  if  these  programs  fail 
to  receive  funding  or  are  cancelled 
because  of  other  agency  priorities. 
Publication  of  this  announcement  does 
not  oblige  NOAA  to  award  any  specific 
project  or  to  obligate  any  available 
funds. 

National  Environmental  Policy  Act 
(NEPA):  NOAA  must  analyze  the 
potential  environmental  impacts,  as 
required  by  the  National  Environmental 
Policy  Act  (NEPA),  for  applicant 
projects  or  proposals  which  are  seeking 
NOAA  Federal  funding  opportunities. 
Detailed  information  on  NOAA 
compliance  with  NEPA  can  be  found  at 
the  following  NOAA  NEPA  Web  site: 
http://www.nepa.noaa.gov/,  including 
our  NOAA  Administrative  Order  216-6 
for  NEPA,  http://www.nepa.noaa.gov/ 
NA0216_6_T0C.pdf,  and  the  Council 
on  Environmental  Quality 
implementation  regulations,  http:// 
ceq.  eh .  doe. gov/ n  epa/regs/ceq/ 
toc_ceq.htm.  Consequently,  as  part  of  an 
applicant’s  package,  and  under  their 
description  of  their  program  activities, 
applicants  are  required  to  provide 
detailed  information  on  the  activities  to 
be  conducted,  locations,  sites,  species 
and  habitat  to  be  affected,  possible 
construction  activities,  and  any 
environmental  concerns  that  may  exist 
[e.g.,  the  use  and  disposal  of  hazardous 
or  toxic  chemicals,  introduction  of  non- 
indigenous  species,  impacts  to 
endangered  and  threatened  species, 
aquaculture  projects,  and  impacts  to 
coral  reef  systems).  In  addition  to 
providing  specific  information  that  will 
serve  as  the  basis  for  any  required 

•  impact  analyses,  applicants  may  also  be 
requested  to  assist  NOAA  in  drafting  of 
an  environmental  assessment,  if  NOAA 
determines  an  assessment  is  required. 
Applicants  will  also  be  required  to 
cooperate  with  NOAA  in  identifying 
feasible  measures  to  reduce  or  avoid  any 


identified  adverse  environmental 
impacts  of  their  proposal. 

The  failure  to  do  so  shall  be  grounds 
for  not  selecting  an  application.  In  some 
cases  if  additional  information  is 
required  after  an  application  is  selected, 
funds  can  be  withheld  by  the  Grants 
Officer  under  a  special  award  condition 
requiring  the  recipient  to  submit 
additional  environmental  compliance 
information  sufficient  to  enable  NOAA 
to  make  an  assessment  on  any  impacts 
that  a  project  may  have  on  the 
environment. 

The  Department  of  Commerce  Pre- 
Award  Notification  Requirements  for 
Grants  and  Cooperative  Agreements: 

The  Department  of  Commerce  Pre- 
Award  Notification  Requirements  for 
Grants  and  Cooperative  Agreements 
contained  in  the  Federal  Register  notice 
of  February  11,  2008  (73  FR  7696),  are 
applicable  to  this  solicitation. 

Paperwork  Reduction  Act:  This 
document  contains  collection-of- 
information  requirements  subject  to  the 
Paperwork  Reduction  Act  (PRA).  The 
use  of  Standard  Forms  424,  424A,  424B, 
and  SF-LLL  and  CD-346  has  been 
approved  by  the  Office  of  Management 
and  Budget  (OMB)  under  the  respective 
control  numbers  0348-0043,  0348-0044, 
0348-0040,  0348-0046,  and  0605-0001. 
Notwithstanding  any  other  provision  of 
law,  no  person  is  required  to,  nor  shall 
a  person  be  subject  to  a  penalty  for 
failure  to  comply  with,  a  collection  of 
information  subject  to  the  requirements 
of  the  PRA  unless  that  collection  of 
information  displays  a  currently  valid 
OMB  control  number. 

Executive  Order  12866:  This  notice 
has  been  determined  to  be  not 
significant  for  purposes  of  Executive 
Order  12866. 

Executive  Order  13132  (Federalism): 

It  has  been  determined  that  this  notice 
does  not  contain  policies  with 
Federalism  implications  as  that  term  is 
defined  in  Executive  Order  13132. 

Administrative  Procedure  Act/ 
Regulatory  Flexibility  Act:  Prior  notice 
and  an  opportunity  for  public  comment 
are  not  required  by  the  Administrative 
Procedure  Act  or  any  other  law  for  rules 
concerning  public  property,  loans, 
grants,  benefits,  and  contracts  (5  U.S.C. 
553(a)(2)).  Because  notice  and 
opportunity  for  comment  are  not 
required  pursuant  to  5  U.S.C.  553  or  any 
other  law,  the  analytical  requirements 
for  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq .)  are  inapplicable. 
Therefore,  a  regulatory  flexibility 
analysis  has  not  been  prepared. 


Dated:  August  24,  2009. 

Mark  E.  Brown, 

Chief  Financial  Officer,  Office  of  Oceanic  and 
Atmospheric  Research,  National  Oceanic  and 
Atmospheric  Administration. 

[FR  Doc.  E 9— 20740  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-22-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN:  0648-XR03 

Pacific  Fishery  Management  Council; 
Public  Meetings 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meetings. 

SUMMARY:  The  Pacific  Council  and  its 
advisory  entities  will  hold  public 
meetings.  September  11-17,  2009 
Pacific  Council  meeting,  which  includes 
advisory  body  meetings  during  this  time 
period  as  listed  in  this  notice,  as  well  as 
a  September  8,  2009  Pacific  Council 
Enforcement  Consultants  Telephone 
Conference. 

DATES:  The  Pacific  Council  and  its 
advisory  entities  will  meet  September 
11-17,  2009.  The  Council  meeting  will 
begin  on  Saturday,  September  12,  2009 
at  10:30  a.m.,  reconvening  each  day 
through  Thursday,  September  17,  2009. 
All  nlbetings  are  open  to  the  public, 
except  a  closed  session  will  be  held 
from  10:30  a.m.  until  11:30  a.m.  on 
Saturday,  September  12  to  address 
litigation  and  personnel  matters.  The 
Council  will  meet  as  late  as  necessary 
each  day  to  complete  its  scheduled 
business.  In  addition  to  the  September 
11-17  time  frame,  the  Pacific  Council 
Enforcement  Consultants  will  meet  via 
telephone  on  Tuesday,  September  8, 
2009. 

ADDRESSES:  The  Pacific  Council 
Enforcement  Consultants  September  8 
telephone  conference  will  have  a 
listening  station  for  public  access  at  the 
Pacific  Fishery  Management  Council 
office,  7700  NE  Ambassador  Place,  Suite 
101,  Portland,  OR  97220.  The 
September  11-17  Pacific  Council  and 
advisory  body  meetings  will  be  held  at 
the  Crowne  Plaza  Hotel,  1221  Chess 
Drive,  Foster  City,  CA  94404;  telephone: 
(650)  570-5700.  The  Pacific  Council 
address  is  Pacific  Fishery  Management 
Council,  7700  NE  Ambassador  Place, 
Suite  101,  Portland,  OR  97220. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Donald  O.  Mclsaac,  Executive  Director, 
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telephone:  (866)  806-7204  or  (503)  820- 
2280;  or  access  the  Pacific  Council 
website,  www.pcouncil.org  for  the 
current  meeting  location,  proposed 
agenda,  and  meeting  briefing  materials. 
SUPPLEMENTARY  INFORMATION:  The 
following  items  are  on  the  Pacific 
Council  agenda,  but  not  necessarily  in 
this  order: 

A.  Call  to  Order 

1.  Opening  Remarks 

2.  Council  Member  Appointments 

3.  Roll  Call 

4.  Report  of  the  Executive  Director 

5.  Adopt  Agenda 

B.  Habitat 

1.  Current  Habitat  Issues 

2.  Ocean  Acidification  and  Sea  Level 
Changes 

3.  Offshore  Aquaculture 

C.  Marine  Protected  Areas 

1.  Marine  Resources  Public  Opinion 
Polls 

2.  Monterey  Bay  National  Marine 
Sanctuary  Marine  Protected  Area 
Process 

3.  National  System  of  Marine 
Protected  Areas 


D.  Highly  Migratory  Species 
Management 

National  Marine  Fisheries  Service 
(NMFS)  Report 

E.  Groundfish  Management 

1.  NMFS  Report 

2.  Part  II  of  Stock  Assessments  for 
2011-2012  Groundfish  Fisheries 

3.  Off-Year  Science  Improvements 

4.  Inseason  Adjustments  to  2009  and 
2010  Groundfish  Fisheries  -  Part  I 

5.  Groundfish  Fishery  Management 
Plan  (FMP)  Amendment  23  -  Annual 
Catch  Limits  and  Accountability 
Measures 

6.  Groundfish  FMP  Amendment  20  - 
Trawl  Rationalization  Regulation 
Language  Review  and  Miscellaneous 
Implementation  Matters 

7.  Inseason  Adjustments  to  2009  and 
2010  Groundfish  Fisheries  -  Part  II 

8.  Report  on  Catch  of  Unidentified 
Rockfish  Species  in  the  Recreational 
Fishery 

F.  Enforcement  Matters 
Oregon  State  Police  Fisheries 

Enforcement  Report 


G.  Salmon  Management 

1.  Salmon  FMP  Amendment  16  - 
Annual  Catch  Limits  and  Accountability 
Measures 

2.  2009  Salmon  Methodology  Review 

3.  Central  Valley  Endangered  Species 
Act  Biological  Opinion  and  Sacramento 
River  Fall  Chinook  Salmon  Stock 
Collapse 

H.  Pacific  Halibut  Management 

1.  2010  Pacific  Halibut  Fishery 
Regulations 

2.  Proposed  Procedures  for  Estimating 
Pacific  Halibut  Bycatch  in  the 
Groundfish  Setline  Fisheries 

I.  Open  Comment  Period 
Comments  on  Non-Agenda  Items 

J.  Administrative  Matters 

1.  Fiscal  Matters 

2.  Approval  of  Council  Meeting 
Minutes 

3.  Membership  Appointments  and 
Council  Operating  Procedures 

4.  Future  Council  Meeting  Agenda 
and  Workload  Planning 


SCHEDULE  OF  ANCILLARY  AND  ADVISORY  BODY  MEETINGS 


Tuesday,  September  8,  2009 

Enforcement  Consultants  Telephone  Conference 

Friday,  September  1 1 ,  2009 

Scientific  and  Statistical  Committee 

Pacific  Council  Secretariat 

Habitat  Committee 

Budget  Committee 

Saturday,  September  12,  2009 

Pacific  Council  Secretariat 

California  State  Delegation 

Oregon  State  Delegation 

Washington  State  Delegation 

Groundfish  Advisory  Subpanel 

Groundfish  Management  Team 

Scientific  and  Statistical  Committee 

Habitat  Committee 

Enforcement  Consultants 

Sunday,  September  13,  2009 

Pacific  Council  Secretariat 

California  State  Delegation 

Oregon  State  Delegation 

Washington  State  Delegation 

Enforcement  Consultants 

Groundfish  Advisory  Subpanel 

Groundfish  Management  Team 

Scientific  and  Statistical  Committee 

Monday,  September  14,  2009 

Pacific  Council  Secretariat 

California  State  Delegation 

Oregon  State  Delegation 

Washington  State  Delegation 

Enforcement  Consultants 

Groundfish  Advisory  Subpanel 

Groundfish  Management  Team 

Joint  Highly  Migratory  Species  Management  Team  and  Scientific  and  Statistical  Committee 
Salmon  Advisory  Subpanel 
Salmon  Technical  Team 

Joint  Coastal  Pelagic  Species  Management  Team  and  Scientific  and  Statistical  Committee 

Highly  Migratory  Species  Management  Team 

Tuesday,  September  15,  2009 

Pacific  Council  Secretariat 

California  State  Delegation 

Oregon  State  Delegation 


1  pm. 

8  am. 

1  pm. 

1  pm. 

1 :30  pm. 

7  am. 

7  am. 

7  am. 

7  am. 

8  am. 

8  am. 

8  am. 
8:30  am. 
4:30  pm. 

9  am. 

9  am. 

9  am. 

9  am. 

10  am. 
10  am. 
10  am. 
10  am. 

7  am. 

7  am. 

7  am. 

7  am. 

8  am. 

8  am. 

8  am. 

8  am. 

8  am. 

8  am. 

1  pm. 

1  pm. 

7  am. 

7  am. 

7  am. 
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Washington  State  Delegation 

7  am. 

Coastal  Pelagic  Species  Management  Team 

8  am. 

Enforcement  Consultants 

8  am. 

Groundfish  Advisory  Subpanel 

8  am.  * 

Groundfish  Management  Team 

8  am. 

Salmon  Advisory  Subpanel 

8  am. 

Salmon  Management  Team 

8  am. 

Wednesday,  September  16,  2009 

Pacific  Council  Secretariat 

7  am. 

California  State  Delegation 

7  am. 

Oregon  State  Delegation 

7  am. 

Washington  State  Delegation 

7  am. 

Enforcement  Consultants 

8  am. 

Groundfish  Advisory  Subpanel 

8  am. 

Groundfish  Management  Team 

8  am. 

Thursday,  September  17,  2009 

Pacific  Council  Secretariat 

7  am. 

California  State  Delegation 

7  am. 

Oregon  State  Delegation 

7  am. 

Washington  State  Delegation 

7  am.  v 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  the  Pacific  Council  for 
discussion,  those  issues  may  not  be  the 
subject  of  formal  Council  action  during 
this  meeting.  Council  action  will  be 
restricted  to  those  issues  specifically 
listed  in  this  notice  and  any  issues 
arising  after  publication  of  this  notice 
that  require  emergency  action  under 
Section  305(c)  of  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act,  provided  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Ms.  Carolyn  Porter 
at  (503)  820-2280  at  least  5  days  prior 
to  the  meeting  date. 

Dated:  August  24,  2009, 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E 9— 20658  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN:  0648— XR1 4 

New  England  Fishery  Management 
Council;  Public  Meetings 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meetings. 


SUMMARY:  The  New  England  Fishery 
Management  Council’s  (Council) 

Scallop  Advisory  Panel  and  Scallop 
Oversight  Committee  will  hold  two 
meetings  to  consider  actions  affecting 
New  England  fisheries  in  the  exclusive 
economic  zone  (EEZ). 

DATES:  The  meetings  will  be  held 
September  15  and  16,  2009.  For  specific 
dates  and  times,  see  SUPPLEMENTARY 
INFORMATION. 

ADDRESSES:  The  meetings  will  be  held  at 
the  Crowne  Plaza  Hotel,  801  Greenwich 
Avenue,  Warwick,  RI  02886;  telephone: 
(401)732-6000;  fax:  (401)732-0261. 

Council  address:  New  England 
Fishery  Management  Council,  50  Water 
Street,  Mill  i2,  Newburyport,  MA  01950. 
FOR  FURTHER  INFORMATION  CONTACT:  Paul 
J.  Howard,  Executive  Director,  New 
England  Fishery  Management  Council; 
telephone:  (978)  465-0492. 
SUPPLEMENTARY  INFORMATION:  The 
advisory  panel’s  and  oversight 
committee  meeting  schedules  and 
agendas  are  as  follows: 

1.  Scallop  Advisory  Panel  Meeting  - 
Tuesday,  September  15,  2009  beginning 
at  9  a.m. 

The  advisory  panel  will  review 
Amendment  15  Draft  Environmental 
Impact  Statement  (DEIS)  alternatives 
and  analyses.  The  primary  goal  of 
Scallop  Amendment  15  is  to  consider 
alternatives  to  comply  with  new 
requirements  of  the  reauthorized 
Magnuson-Stevens  Conservation  and 
Management  Act,  specifically 
implementing  annual  catch  limits 
(ACLs).  In  addition,  this  action  is 
considering  alternatives  to  address 
excess  capacity  in  the  limited  access 
scallop  fishery  with  leasing  and  permit 
stacking  alternatives.  Lastly,  this  action 
is  considering  a  number  of  alternatives 


to  adjust  several  aspects  of  the  overall 
scallop  management  program  such  as 
revising  the  overfishing  definition, 
specific  adjustments  to  the  general 
category  management  program,  a 
specific  alternative  to  address  EFH  ' 
closures  on  Georges  Bank,  adjustments 
to  the  current  scallop  research  set-aside 
program,  and  changing  the  scallop 
fishing  year  from  March  1  to  May  1.  The 
panel  will  identify  preferred  alternatives 
for  the  Scallop  Committee  to  consider. 
The  advisory  panel  will  also  provide 
input  on  development  of  Framework  21. 
Framework  21  includes  specifications 
for  the  2010  fishing  year  including  days- 
at-sea  (DAS)  allocations,  access  area 
schedule  and  measures  for  the  general 
category  scallop  fishery.  Other  measures 
under  consideration  are  possible 
consideration  of  a  new  scallop  access 
area  closure  in  the  Great  South  Channel, 
minor  modifications  to  the  observer  set- 
aside  program,  and  compliance  with  the 
recent  Loggerhead  sea  turtle  biological 
opinion. 

2.  Scallop  Oversight  Committee  Meeting 
-  Wednesday,  September  1 6,  2009 
beginning  at  9  a.m. 

The  Committee  will  review 
Amendment  15  DEIS  alternatives  and 
analyses.  The  Committee  will  consider 
input  from  the  Advisory  Panel  when 
identifying  preferred  alternatives  for  the 
Council  to  consider  later  in  September. 
The  Council  is  scheduled  to  approve  the 
final  range  of  alternatives  and  draft 
analyses  included  in  Amendment  15 
DEIS  for  public  hearings  at  the 
September  Council  meeting.  The 
committee  will  also  continue 
development  of  alternatives  for 
Framework  21.  Framework  21  includes 
specifications  for  the  2010  fishing  year 
and  other  measures. 
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Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  these  groups  for  discussion,  those 
issues  may  not  be  the  subject  of  formal 
action  during  this  meeting.  Action  will 
be  restricted  to  those  issues  specifically 
identified  in  this  notice  and  any  issues 
arising  after  publication  of  this  notice 
that  require  emergency  action  under 
section  305(c)  of  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act,  provided  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Paul  J.  Howard 
(see  ADDRESSES),  at  least  5  working  days 
prior  to  the  meeting  date. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  August  24,  2009. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E 9— 20686  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN:  0648-XR15 

Mid- Atlantic  Fishery  Management 
Council;  Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 

SUMMARY:  The  Mid-Atlantic  Fishery 
Management  Council’s  (MAFMC) 

Highly  Migratory  Species  Committee 
and  its  Spiny  Dogfish  Committee  will 
hold  a  public  meeting. 

DATES:  The  meeting  will  be  held  on 
Monday,  September  21,  2009,  from  10 
a.m.  to  4  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Hilton  Philadelphia  Airport  Hotel, 
4509  Island  Avenue,  Philadelphia,  PA; 
telephone:  (215)  937-4535. 

Council  address:  Mid-Atlantic  Fishery 
Management  Council,  300  S.  New 
Street,  Room  2115,  Dover,  DE  19904; 
telephone:  (302)  674-2331. 

FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  T.  Furlong,  Executive  Director, 
Mid- Atlantic  Fishery  Management 
Council,  300  S.  New  Street,  Room  2115, 


Dover,  DE  19904;  telephone:  (302)  674- 
2331,  extension  19. 

SUPPLEMENTARY  INFORMATION:  The 

purpose  of  this  meeting  is  to  develop 
and  finalize  comments  on  Draft 
Amendment  3  to  the  National  Marine 
Fisheries  Service’s  Consolidated  Highly 
Migratory  Species  Fishery  Management 
Plan  and  its  proposed  rule  for 
management  of  Atlantic  Shark  fisheries. 
The  Committees  expect  to  comment  on 
the  reported  overfishing  that  is  being 
experienced  by  the  blacknose  sharks 
and  shortfin  mako  sharks,  and  the 
proposed  management  measures 
required  to  end  this  overfishing. 
Comments  will  also  be  developed  on  the 
inclusion  of  smooth  dogfish  in  the 
Fishery  Management  Plan. 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  this  group  for  discussion,  in 
accordance  with  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act  (Magnuson-Stevens  Act),  those 
issues  may  not  be  the  subject  of  formal 
action  during  this  meeting.  Actions  will 
be  restricted  to  those  issues  specifically 
identified  in  this  notice  and  any  issues 
arising  after  publication  of  this  notice 
that  require  emergency  action  under 
Section  305(c)  of  the  Magnuson-Stevens 
Act,  provided  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

The  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  M. 
Jan  Bryan  at  the  Mid-Atlantic  Council 
Office,  (302)  674-2331  extension  18,  at 
least  5  days  prior  to  the  meeting  date. 

Dated:  August  24,  2009. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E 9— 20687  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN:  0648-XR16 

North  Pacific  Fishery  Management 
Council;  Public  Meetings 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meetings. 

SUMMARY:  The  North  Pacific  Fishery 
Management  Council’s  Gulf  of  Alaska 


(GOA)  and  Bering  Sea/ Aleutian  Islands 
(BS/AI)  groundfish  plan  teams  will  meet 
in  Seattle. 

DATES:  The  meetings  will  be  held 
September  15-18,  2009.  The  joint  plan 
team  meeting  will  begin  at  1  p.m.  on 
Tuesday,  September  15  and  continue 
through  noon  on  Friday,  September  18. 
The  GOA  Plan  Team  will  convene 
separately  at  1  p.m.  on  Friday, 

September  18  in  Room  1055.  The  BSAI 
Plan  Team  will  convene  separately  at  1 
p.m.  on  Friday,  September  18  in  the 
Traynor  Room. 

ADDRESSES:  The  meetings  will  be  held  at 
the  Alaska  Fisheries  Science  Center, 

7600  Sand  Point  Way  N.E.,  Building  4, 
Observer  Training  Room  (GOA  Plan 
Team)  and  Traynor  Room  (Joint  Teams 
and  BS/AI  Plan  Team),  Seattle,  WA. 

Council  address:  North  Pacific 
Fishery  Management  Council,  605  W. 

4th  Ave.,  Suite  306,  Anchorage,  AK 
99501-2252. 

FOR  FURTHER  INFORMATION  CONTACT:  Jane 
DiCosimo  or  Diana  Stram,  North  Pacific 
Fishery  Management  Council; 
telephone:  (907)  271-2809. 
SUPPLEMENTARY  INFORMATION:  Agenda: 
Principal  business  is  to  prepare  and 
review  the  draft  Economic  Report,  the 
draft  Ecosystems  Consideration  Chapter, 
proposed  modeling  changes  to  stock 
assessments  for  some  target-categories, 
proposed  2010-12  halibut  discard 
mortality  rates  for  all  groundfish 
fisheries,  and  recommend  preliminary 
groundfish  catch  specifications  for 
2008/09.  The  teams  will  also  review 
proposed  uncertainty  corrections  and 
Allowable  Biological  Catch  control  rules 
for  stock  assessments,  application  of 
stock  structure  for  area  management, 
vulnerability  analyses  for  identifying 
which  groundfish  stocks  could  be 
categorized  as  “in  the  fishery”  versus  in 
a  new  ecosystem  component  category, 
and  recommendations  for  criteria  for 
evaluating  proposals  to  create  new 
habitat  areas  of  particular  concern. 

The  agenda  is  posted  on  the  Council 
website  at:  http:// 

www.alaskafisheries.noaa.gov/npfmc/ 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  these  groups  for  discussion,  in 
accordance  with  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act  (Magnuson-Stevens  Act),  those 
issues  may  not  be  the  subject  of  formal 
action  during  these  meetings.  Actions 
will  be  restricted  to  those  issues 
specifically  identified  in  this  notice  and 
any  issues  arising  after  publication  of 
tliis  notice  that  require  emergency 
action  under  Section  305(c)  of  the 
Magnuson-Stevens  Act,  provided  the 
public  has  been  notified  of  the  Council’s 
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intent  to  take  final  action  to  address  the 
emergency. 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Gail  Bendixen, 
(907)  271-2809,  at  least  5  working  days 
prior  to  the  meeting  date. 

Dated:  August  24,  2009. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E 9— 20688  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN0648-XR19 

North  Pacific  Fishery  Management 
Council;  Public  Meetings 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meetings. 

SUMMARY:  The  North  Pacific  Fishery 
Management  Council  (Council) 

Observer  Advisory  Committee  (OAC) 
will  meet  at  the  Alaska  Fishery  Science 
Center  (AFSC),  Traynor  Conference 
Center. 

DATES:  The  meetings  will  be  held 
September  21-22,  2009,  from  8:30  a.m. 
to  5  p.m. 

ADDRESSES:  The  meetings  will  be  held  at 
the  Alaska  Fishery  Science  Center,  7600 
Sand  Point  Way  NE,  Bldg  4,  Traynor 
Conference  Center,  Seattle,  WA  98115. 

Council  address:  North  Pacific 
Fishery  Management  Council,  605  W. 
4th  Ave.,  Suite  306,  Anchorage,  AK 
99501-2252. 

FOR  FURTHER  INFORMATION  CONTACT: 

Nicole  Kimball,  Council  staff, 
telephone:  (907)  271-2809. 
SUPPLEMENTARY  INFORMATION:  The 
primary  purpose  of  the  committee 
meeting  is  to  review  a  NMFS 
implementation  plan  to  establish  a  new 
program  for  observer  procurement  and 
deployment  in  the  North  Pacific 
Observer  Program,  as  well  as  review  a 
timeline  for  implementation.  The 
committee  will  discuss  the  plan,  and 
provide  feedback  and/or 
recommendations  to  the  North  Pacific 
Fishery  Management  Council. 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 


before  this  group  for  discussion,  in 
accordance  with  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act  (Magnuson-Stevens  Act),  those 
issues  may  not  be  the  subject  of  formal 
action  during  these  meetings.  Actions 
will  be  restricted  to  those  issues 
specifically  identified  in  this  notice  and 
any  issues  arising  after  publication  of 
this  notice  that  require  emergency 
action  under  Section  305(c)  of  the 
Magnuson-Stevens  Act,  provided  the 
public  has  been  notified  of  the  Council’s 
intent  to  take  final  action  to  address  the 
emergency. 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Gail  Bendixen  at 
(907)  271-2809  at  least  7  working  days 
prior  to  the  meeting  date. 

Dated:  August  24,  2009. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E 9-20691  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XR01 

Fisheries  of  the  Exclusive  Economic 
Zone  Off  Alaska;  Chinook  Salmon 
Bycatch  Management  Measures 
Workshop 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  workshop. 

SUMMARY:  NMFS  announces  a  workshop 
to  solicit  comments  from  owners  and 
operators  of  trawl  catcher/processors 
and  motherships  in  the  Bering  Sea 
pollock  fishery  about  proposed 
equipment  and  operational 
requirements  to  monitor  salmon 
bycatch.  The  workshop  is  open  to  the 
public,  but  NMFS  is  particularly  seeking 
participation  by  people  who  are 
knowledgeable  about  the  operations  of 
the  catcher/processors  and  motherships 
and  who  can  discuss  with  NMFS  the 
potential  operational  impacts  of 
proposed  monitoring  requirements. 
DATES:  The  public  workshop  will  be 
held  on  Wednesday,  September  23, 
2009,  from  9  a.m.  to  4  p.m.  Pacific 
standard  time. 


ADDRESSES:  The  workshop  will  be  held 
at  the  Swedish  Cultural  Center,  1920 
Dexter  Avenue  N.,  Seattle,  WA  98109. 
Directions  to  the  Swedish  Cultural 
Center  are  on  its  website  at  http:// 
www.  swedishculturalcen  ter.  org/ 
contacts.htm. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jennifer  Watson,  907-586-7537  or  Sally 
Bibb  907-586-7389. 

SUPPLEMENTARY  INFORMATION:  The  North 
Pacific  Fishery  Management  Council 
has  recommended  revisions  to  the 
management  of  Chinook  salmon  bycatch 
in  the  Bering  Sea  pollock  fishery  under 
proposed  Amendment  91  to  the  Fishery 
Management  Plan  for  Groundfish  of  the 
Bering  Sea  and  Aleutian  Islands 
Management  Area.  NMFS  is  developing 
proposed  revisions  to  equipment  and 
operational  requirements  for  catcher/ 
processors  and  motherships  to  support 
using  a  count  or  census  as  the  basis  for 
accounting  for  Chinook  salmon  bycatch 
under  Amendment  91.  A  census  is  an 
alternative  to  estimating  Chinook 
salmon  bycatch  based  on  species 
composition  samples  taken  by  observers 
onboard  the  catcher/processors  and 
motherships.  NMFS  is  considering 
proposed  requirements  related  to  the 
storage  and  handling  of  salmon  sorted 
from  the  groundfish  catch;  video 
monitoring  of  areas  where  salmon  are 
sorted  from  the  catch  and  stored  prior 
to  being  counted  by  the  observer;  and 
electronic  logbooks  to  facilitate  timely 
vessel  reporting  of  the  count  of  salmon 
bycatch  by  species  for  each  haul. 

This  workshop  is  open  to  the  public, 
but  NMFS  is  particularly  seeking  input 
and  discussion  with  people  who  work 
on  the  catcher/processors  and 
motherships,  are  familiar  with  the 
vessel  operations,  and  have  knowledge 
of  the  potential  impact  of  changes  in  the 
handling,  storage,  and  counting  of 
salmon  bycatch  and  procedures  to 
ensure  that  salmon  are  not  discarded 
from  the  vessel  before  they  are  counted 
by  ah  observer.  These  proposed 
requirements  will  be  included  in  the 
proposed  rule  for  Amendment  91  that  is 
expected  to  be  published  in  late  2009. 

This  workshop  focuses  only  on  catch 
monitoring  requirements  onboard 
catcher/processors  and  motherships  and 
will  not  include  discussion  of  proposed 
requirements  for  shoreside  processing 
plants.  Proposed  revisions  to  monitoring 
requirements  in  the  shoreside 
processing  plants  were  included  in  the 
draft  Environmental  Impact  Statement 
prepared  for  Amendment  91  which  is 
available  on  the  NMFS  Alaska  Region 
website  at  http:// 
www, alaskafisheries.noaa.gov/ 
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sustainablefisheries/bycatch/ 

default.htm. 

Special  Accommodations 

These  workshops  will  be  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Sally  Bibb,  907- 
586-7389,  at  least  10  working  days  prior 
to  the  meeting  date. 

Dated:  August  21,  2009. 

James  P.  Burgess, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E9— 20728  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XR17 

North  Pacific  Fishery  Management 
Council;  Public  Meeting 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 

SUMMARY:  The  North  Pacific  Fishery 
Management  Council’s  (Council)  Non- 
Target  Species  Committee  will  meet  in 
Seattle,  WA. 

OATES:  The  meeting  will 'be  held  on 
September  15,  2009,  from  8:30  a.m.  to 
12  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Alaska  Fishery  Science  Center 
(AFSC),  7600  Sand  Point  Way  NE, 
Building  4,  NMNL  Room,  Room  2139, 
Seattle,  WA. 

Council  address:  North  Pacific 
Fishery  Management  Council,  605  W. 
4th  Avenue,  Suite  306,  Anchorage,  AK 
99501-2252. 

FOR  FURTHER  INFORMATION  CONTACT:  Jane 
DiCosimo,  Council  staff,  telephone: 
(907)  271-2809. 

SUPPLEMENTARY  INFORMATION:  The 

committee  will  receive  brief  updates  on 
two  AFSC  reports  on  uncertainty  and 
vulnerable  species  which  will  be 
incorporated  into  the  action  plan  for 
amending  the  groundfish  fishery 
management  plans  to  address  annual 
catch  limits.  The  committee  will  also 
review  action  plans  for  revising 
management  of  BSAI  skates,  Bering  Sea 
and  Aleutian  Island/Gulf  of  Alaska 
(BSAI/GOA)  squid,  BSAI/GOA  octopus, 
BSAI/GOA  shark  and  sculpin,  and 
BSAI/GOA  grenadier. 


Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  this  group  for  discussion,  in 
accordance  with  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act  (Magnuson-Stevens  Act),  those 
issues  may  not  be  the  subject  of  formal 
action  during  this  meeting.  Actions  will 
be  restricted  to  those  issues  specifically 
identified  in  this  notice  and  any  issues 
arising  after  publication  of  this  notice 
that  require  emergency  action  under 
Section  305(c)  of  the  Magnuson-Stevens 
Act,  provided  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

The  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  Gail 
Bendixen  at  (907)  271-2809  at  least  7 
working  days  prior  to  the  meeting  date. 

Dated:  August  24,  2009.  * 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
(FR  Doc.  E9— 20689  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XR1 8 

North  Pacific  Fishery  Management 
Council;  Public  Meetings 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meetings. 

SUMMARY:  The  North  Pacific  Fishery 
Management  Council’s  (Council)  Crab 
Plan  Team  will  meet  September  14-16, 
2009.  The  Crab  Plan  Team  will  meet 
jointly  with  the  Council’s  Groundfish 
Plan  Teams  on  September  16. 

DATES:  The  meetings  will  be  held 
September  14-16,  2009. 

ADDRESSES:  The  meetings  will  be  held  at 
the  Alaska  Fishery  Science  Center,  7600 
Sand  Point  Way,  NE,  Bldg  4,  Traynor 
Room,  Seattle,  WA. 

Council  address:  North  Pacific 
Fishery  Management  Council,  605  W. 
4th  Ave.,  Suite  306,  Anchorage,  AK 
99501-2252. 

FOR  FURTHER  INFORMATION  CONTACT: 

Diana  Stram,  North  Pacific  Fishery 
Management  Council;  telephone;  (907) 
271-2809. 


SUPPLEMENTARY  INFORMATION:  The 

primary  purpose  of  the  meeting  is  to 
review  final  stock  assessment  chapters 
for  8  BSAI  crab  stocks  and  make  final 
OFL  recommendations.  Other  agenda 
items  include:  review  Crab  Economic 
SAFE  chapter;  review  boundaries  of  the 
St.  Matthew  habitat  conservation  zone 
and  Northern  Bering  Sea  Research  Area, 
provide  recommendations  regarding  , 
additional  controls  on  crab  bycatch  in 
groundfish  fisheries;  review  and  revise 
research  priorities;  provide  EFH  and 
HAPC  recommendations;  review 
proposed  ABC  control  rules  for  crab 
species  to  comply  with  ACL  regulations. 
The  agenda  for  both  meeting  will  be 
posted  at  http:// 

www.alaskafisheries.noaa.gov/npfmc/ 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  these  groups  for  discussion,  in 
accordance  with  the  Magnuson-Stevens 
Fishery  Conservation  and  Management 
Act  (Magnuson-Stevens  Act),  those 
issues  may  not  be  the  subject  of  formal 
action  during  these  meetings.  Actions 
will  be  restricted  to  those  issues 
specifically  identified  in  this  notice  and 
any  issues  arising  after  publication  of 
this  notice  that  require  emergency 
action  under  Section  305(c)  of  the 
Magnuson-Stevens  Act,  provided  the 
public  has  been  notified  of  the  Council’s 
intent  to  take  final  action  to  address  the 
emergency. 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Gail  Bendixen, 
(907)  271-2809,  at  least  5  working  days 
prior  to  the  meeting  date. 

Dated:  August  24,  2009. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E9-20690  Filed  8-26-09;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XR13 

Endangered  Species;  File  Nos.  14344 
and  14400 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice;  receipt  of  applications. 
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SUMMARY:  Notice  is  hereby  given  that 
the  University  of  California,  Davis, 
Bodega  Marine  Laboratory  and  the 
Channel  Islands  National  Park  have 
applied  in  due  form  for  permits  to  take 
endangered  abalone  species  for 
purposes  of  scientific  research  and 
enhancement. 

DATES:  Written,  telefaxed,  or  e-mail 
comments  on  the  new  applications, 
amendment  requests  must  be  received 
on  or  before  September  28,  2009. 
ADDRESSES:  The  applications  and 
related  documents  are  available  for 
review  upon  written  request  or  by 
appointment  in  the  following  office(s): 

All  documents:  Permits,  Conservation 
and  Education  Division,  Office  of 
Protected  Resources,  NMFS,  1315  East- 
West  Highway,  Room  13705,  Silver 
Spring,  MD  20910;  phone  (301)713— 
2289;  fax  (301)713-0376;  and 

Southwest  Region,  NMFS,  501  West 
Ocean  Blvd.,  Suite  4200,  Long  Beach, 

CA  90802—4213;  phone  (562)980-4001; 
fax  (562)980-4018. 

Written  comments  or  requests  for  a 
public  hearing  on  this  application 
should  be  mailed  to  the  Chief,  Permits, 
Conservation  and  Education  Division, 
F/PRl,  Office  of  Protected  Resources, 
NMFS,  1315  East-West  Highway,  Room 
13705,  Silver  Spring,  MD  20910.  Those 
individuals  requesting  a  hearing  should 
set  forth  the  specific  reasons  why  a 
hearing  on  this  particular  request  would 
be  appropriate. 

Comments  may  also  be  submitted  by 
facsimile  at  (301)713-0376,  provided 
the  facsimile  is  confirmed  by  hard  copy 
submitted  by  mail  and  postmarked  no 
later  than  the  closing  date  of  the 
comment  period. 

Comments  may  also  be  submitted  by 
e-mail.  The  mailbox  address  for 
providing  e-mail  comments  is 
NMFS.PrlComments@noaa.gov.  Include 
in  the  subject  line  of  the  e-mail 
comment  the  appropriate  document 
identifier:  File  No.  14344  or  14400. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jennifer  Skidmore  or  Patrick  Opay,  (301) 
713-2289. 

SUPPLEMENTARY  INFORMATION:  The 

subject  permits  and  amendments  are 
requested  under  the  authority  of  the 
Endangered  Species  Act  of  1973,  as 
amended  (ESA;  16  U.S.C.  1531  et  seq.) 
and  the  regulations  governing  the 
taking,  importing,  and  exporting  of 
endangered  and  threatened  species  (50 
CFR  222-227).  File  No.  14344:  The 
University  of  California,  Davis,  Bodega 
Marine  Laboratory,  2099  Westside  Road, 
Bodega  Bay,  CA  94923  [Gary  Cherr, 
Ph.D.,  Principal  Investigator]  is 
requesting  a  permit  for  the  captive 
maintenance,  breeding  and  outplanting 


of  white  abalone,  Haliotis  sorenseni. 

The  purpose  of  this  research  is  to 
overcome  key  barriers  to  captive 
propagation  of  the  endangered  white 
abalone,  to  identify  limitations  to 
reproduction  in  wild  animals,  to  further 
understand  disease  processes  and  how 
to  mitigate  them,  and  the  most 
successful  means  of  restoration.  In 
addition,  white  abalone  will  be 
maintained  at  participating  aquariums 
for  education  and  reserve  holding.  No 
white  abalone  will  be  taken  from  the 
wild;  animals  will  come  from  existing 
captive  broodstock  and  their  progeny.  A 
permit  is  requested  for  five  years.  File 
No.  14400:  Channel  Islands  National 
Park,  1901  Spinnaker  Drive,  Ventura, 
CA  93001  [Daniel  Richards,  Principal 
Investigator]  is  requesting  a  permit  to 
continue  monitoring  of  black  abalone, 
Haliotis  cracherodii,  a  species  listed  as 
endangered  on  February  13,  2009.  The 
objective  of  this  monitoring  is  to 
identify  population  trends  through 
population  counts  and  size  distribution 
measurements.  Monitoring  would 
consist  of  only  non-lethal  take  to 
measure  abalone,  and  at  selected  sites, 
tag  some  individuals  to  determine 
survivorship  and  growth.  This 
information  will  be  used  to  follow 
recovery  in  wild  abalone,  track  disease 
spread,  and  to  further  understand 
habitat  preferences  and  changes 
associated  with  competition  and 
reduced  population  size  following 
disease  mortality  that  may  apply  to 
recovery.  A  permit  is  requested  for  five 
years. 

Dated:  August  21,  2009. 

P.  Michael  Payne, 

Chief,  Permits,  Conservation  and  Education 
Division,  Office  of  Protected  Resources, 
National  Marine  Fisheries  Service. 

[FR  Doc.  E 9— 20729  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

Notice  of  Scope  Rulings 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

DATES:  Effective  Date:  August  27,  2009. 
SUMMARY:  The  Department  of  Commerce 
(“Department”)  hereby  publishes  a  list 
of  scope  rulings  completed  between 
January  1,  2009,  and  March  31,  2009.  In 
conjunction  with  this  list,  the 
Department  is  also  publishing  a  list  of 
requests  for  scope  rulings  and  v  ■ 
anticircumvention  determinations 
pending  as  of  March  31,  2009.  We 


intend  to  publish  future  lists  after  the 
close  of  the  next  calendar  quarter. 

FOR  FURTHER  INFORMATION  CONTACT: 

Matthew  Renkey,  AD/CVD  Operations, 
China/NME  Group,  Import 
Administration,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  NW.,  Washington,  DC  20230; 
telephone:  202—482-2312. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Department’s  regulations  provide 
that  the  Secretary  will  publish  in  the 
Federal  Register  a  list  of  scope  rulings 
on  a  quarterly  basis.  See  19  CFR 
351.225(o).  Our  most  recent  notification 
of  scope  rulings  was  published  on 
March  31,  2009.  See  Notice  of  Scope 
Rulings,  74  FR  14521  (March  31,  2009). 
This  current  notice  covers  all  scope 
rulings  and  anticircumvention 
determinations  completed  by  Import 
Administration  between  January  1 , 

2009,  and  March  31,  2009,  inclusive, 
and  it  also  lists  any  scope  or 
anticircumventicn  inquiries  pending  as 
of  March  31,  2009.  As  described  below, 
subsequent  lists  will  follow  after  the 
close  of  each  calendar  quarter. 

Scope  Rulings  Completed  Between 
January  1,  2009,  and  March  31,  2009 

Germany 

A— 428-801:  Ball  Bearings  and  Parts 
Thereof  From  Germany 

Requestor:  myonic  GmbH;  dental 
turbine  assemblies  are  outside  the  scope 
of  the  antidumping  duty  order;  January 
12,  2009. 

A-428-801:  Ball  Bearings  and  Parts 
Thereof  From  Germany 

Requestor:  myonic  GmbH;  certain  X- 
ray  spindle  units  are  outside  the  scope 
of  the  antidumping  duty  order;  January 
12,  2009. 

A-428-801:  Ball  Bearings  and  Parts 
Thereof  From  Germany 

Requestor:  myonic  GmbH;  certain 
gyro  units  are  outside  the  scope  of  the 
antidumping  duty  order;  January  12, 
2009.  . 

People’s  Republic  of  China 

A-570-827:  Cased  Pencils  From  the 
People’s  Republic  of  China 

Requestor:  Paper  Magic  Group 
(“PMG”);  PMG’s  children’s  Valentine 
card  sets  with  pencils  are  outside  the 
scope  of  the  antidumping  duty  order; 
March  12,  2009. 
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A-570-827:  Cased  Pencils  From  the 
People’s  Republic  of  China 

Requestor:  Walgreen  Co.;  the  three 
graphite  pencils  and  three  cased 
charcoal  drawing  pencils  contained  in 
Walgreens’  “Artskills  Draw  &  Sketch 
Kit”  are  within  the  scope  of  the 
antidumping  duty  order;  the  remaining 
items  contained  in  Walgreens’  “Artskills 
Draw  &  Sketch  Kit,”  including  one 
pencil  sharpener,  one  sanding  pad,  one 
black  eraser,  one  kneaded  eraser  and 
one  tortillion,  are  outside  the  scope  of 
the  antidumping  duty  order;  March  10, 
2009. 

A-570-866:  Folding  Gift  Boxes  From 
the  People’s  Republic  of  China 

Requestor:  Footstar;  four  boxes  for 
business  cards  and  forms  (length  x ' 
width:  5  x  3.5;  7  x  3.5;  12.125  x  3.5;  and 
11  x  8.5)  are  outside  the  scope  of  the 
antidumping  duty  order;  February  9, 
2009. 

A-570-866;  Folding  Gift  Boxes  from  the 
People’s  Republic  of  China 

Requestor:  Hallmark  Cards,  Inc.;  the 
“FunZip”  gift  presentation  is  within  the 
scope  of  the  antidumping  duty  order;. 
March  17,  2009. 

A-5 70-890:  Wooden  Bedroom 
Furniture  From  the  People’s  Republic  of 
China 

Requestor:  Armel  Enterprises,  Inc.; 
certain  children’s  playroom  and  accent 
furniture  are  within  the  scope  of  the 
antidumping  duty  order;  March  4,  2009. 

A-570-890:  Wooden  Bedroom 
Furniture  From  the  People’s  Republic  of 
China 

Requestor:  Acme  Furniture  Industry, 
Inc.;  certain  mattress  supports  (item  nos. 
2833,  2834,  2835,  2836  and  2837)  are 
outside  the  scope  of  the  antidumping 
duty  order;  March  17,  2009. 

A-570;-890:  Wooden  Bedroom 
Furniture  From  the  People’s  Republic  of 
China 

Requestor:  Zinus,  Inc.  and  Zinus 
(Xiamen)  Inc.;  the  Smartbox  mattress 
support  and  box  spring  are  outside  the 
scope  of  the  antidumping  duty  order; 
March  24,  2009. 

A-570-891:  Hand  Trucks  From  the 
People’s  Republic  of  China 

Requestor:  Corporate  Express  Inc.; 
luggage  cart  model  number  CEB31210  is 
within  the  scope  of  the  antidumping 
duty  order,  and  luggage  cart  model 
number  CEB31490  is  outside  the  scope 
of  the  antidumping  duty  order;  February 
11,  2009. 


A-570-898:  Chlorinated  Isocyanurates 
From  the  People’s  Republic  of  China 

Requestor:  BioLab,  Inc.;  chlorinated 
isocyanurates  produced  and  exported 
from  Vietnam  by  Tian  Hua  (Vietnam) 

SPC  Industries  Ltd.  are  not  covered  by 
the  antidumping  duty  order;  March  23, 
2009. 

A-570-901:  Lined  Paper  Products  From 
the  People’s  Republic  of  China 

Requestor:  Lakeshore  Learning 
Materials;  Lakeshore’s  printed 
educational  materials,  product  numbers 
RR973  and  RR974  (Reader’s  Book  Log); 
RR673  and  RR674  (My  Word  Journal); 
AA185  and  AA186  (Mi  Diario  de 
Palabras);  AA786  and  AA787  (My  First 
Draw  &  Write  Journal);  AA181  and 
AA182  (My  Picture  Word  Journal); 
GG324  and  GG325  (Writing  Prompts 
Journal);  Lakeshore’s  printed 
educational  materials,  product  numbers 
GG185  and  GG186  (Reader’s  Response 
Notebook);  GG181  and  GG182  (The 
Writer’s  Notebook);  RR630  and  RR631 
(Draw  &  Write  Journal)  are  within  the 
scope  of  the  antidumping  duty  order; 
March  4,  2009. 

A-570-901:  Lined  Paper  Products  From 
the  People’s  Republic  of  China 

Requestor:  Lakeshore.  Learning 
Materials;  Lakeshore’s  printed 
educational  materials,  product  numbers 
EE441  and  EE442  (Daily  Math  Practice 
Journal  Grades  1-3);  EE443  and  EE444 
(Daily  Math  Practice  Journal  Grades  4- 
6);  EE651  and  EE652  (Daily  Language 
Practice,  Grades  1-3);  EE653  and  EE654 
(Daily  Language  Practice  Journal,  Grades 
4-6),  are  outside  the  scope  of  the 
antidumping  duty  order;  March  4,  2009. 

A-570-916  and  C-570-917:  Laminated 
Woven  Sacks  From  the  People’s 
Republic  of  China 

Requestor:  Archer  Daniels  Midland 
Company;  Products  A  and  Product  B 
described  as:  (1)  Made  of  a  single  ply  of 
woven  polypropylene  strip;  (2) 
laminated  with  biaxially-oriented 
polypropylene  (“BOPP”)  are  within  the 
scope  of  the  antidumping  and 
countervailing  duty  orders;  (3)  printed 
in  three  colors;  and  (4)  of  less  than  one 
kilogram  in  weight  are  within  the  scope 
of  the  antidumping  duty  order;  Products 
C,  D  and  F  described  as  each  having  no 
lamination  or  coating  of  BOPP  are 
outside  the  scope  of  the  antidumping 
and  countervailing  duty  orders;  and 
Product  E  described  as:  (1)  Made  of  a 
single  ply  of  woven  polypropylene  strip; 
(2)  laminated  with  BOPP;  (3)  printed  in 
two  colors;  and  (4)  less  than  one 
kilogram  in  weight  is  outside  the  scope 
of  the  antidumping  and  countervailing 
duty  orders;  February  17,  2009. 


Anticircumvention  Determinations 
Completed  between  January  1,  2009, 
and  March  31,  2009: 

None. 

Scope  Inquiries  Terminated  Between 
January  1,  2009,  and  March  31,  2009: 

None. 

Anticircumvention  Inquiries 
Terminated  between  January  1,  2009, 
and  March  31,  2009: 

None. 

Scope  Inquiries  Pending  as  of 
March  31,  2009 

Japan 

A-588-046:  Polychloroprene  Rubber 
From  Japan 

Requestor:  Denka  Corporation; 
whether  Denka’s  solid  polychloroprene 
product,  known  as  DCR37,  is  within  the 
scope  of  the  antidumping  duty  order; 
requested  March  9,  2009. 

Norway 

A— 403— 801  and  C-403-802:  Fresh  and 
Chilled  Atlantic  Salmon  from  Norway 

Requestor:  Changing  Seas;  whether  its 
whole  salmon  steaks  are  within  the 
scope  of  the  antidumping  and 
countervailing  duty  orders;  requested 
February  5,  2009. 

People’s  Republic  of  China  » 

A-570-504:  Petroleum  Wax  Candles 
From  the  People’s  Republic  of  China 

Requestor:  America’s  Gardening 
Resource;  whether  its  citronella  rope 
candles  are  within  scope  of  the 
antidumping  duty  order;  requested 
February  23,  2009. 

A-570-504:  Petroleum  Wax  Candles 
From  the  People’s  Republic  of  China 

Requestor:  ZNP  Creative  Co.,  Ltd.; 
whether  its  “5  minute  Candle  Set”  is 
within  the  scope  of  the  antidumping 
duty  order;  requested  March  18,  2009. 

A-570-504:  Petroleum  Wax  Candles 
From  the  People’s  Republic  of  China 

Requestor:  RAB  Foods;  whether  its 
“Yahrzeit”  candle  is  within  the  scope  of 
the  antidumping  duty  order;  requested 
March  25,  2009. 

A-570-806:  Silicon  Metal  From  the 
People’s  Republic  of  China 

Requestor:  Globe  Metallurgical  Inc.; 
whether  certain  silicon  metal  exported 
by  Ferro- Alliages  et  Mineraux  to  the 
United  States  from  Canada  is  within  the 
scope  of  the  antidumping  duty  order; 
requested  October  1,  2008. 
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A-570-864:  Pure  Magnesium  in 
Granular  Form  From  the  People’s 
Republic  of  China 

Requestor:  ESM  Group  Inc.;  whether 
atomized  ingots  are  within  the  scope  of 
the  antidumping  duty  order;  original 
scope  ruling  rescinded  and  vacated 
April  18,  2007 L  initiated  April  18, 

2007;  preliminary  ruling  issued  August 
27,  2008. 

A— 570— 868:  Folding  Metal  Tables  and 
Chairs  From  the  People’s  Republic  of 
China 

Requestor:  New  Tec  Integration  Co., 
Ltd.;  whether  New  Tec’s  chair  using  two 
U-shaped  steel  tubes  to  form  the  front 
and  rear  legs,  and  not  utilizing  the 
cross-bracing  typically  affixed  to  the  leg 
frame  by  rivets,  welds,  and  fasteners,  is 
within  the  scope  of  the  antidumping 
duty  order;  requested  July  30,  2008; 
initiated  September  24,  2008. 

A-5 70-890:  Wooden  Bedroom 
Furniture  From  the  People’s  Republic  of 
China 

Requestor:  Target  Corporation; 
whether  the  Shabby  Chic  secretary  desk 
and  mirror  are  within  the  scope  of  the 
antidumping  duty  order;  requested 
November  30,  2007. 

A-5  70-891:  Hand  Trucks  From  the 
People’s  Republic  of  China 

Requestor:  Northern  Tool  & 
Equipment  Co.;  whether  a  high-axle 
torch  cart  (item  #164771)  is  within  the 
scope  of  the  antidumping  duty  order; 
requested  March  23,  2007. 

A-570-891:  Hand  Trucks  From  the 
People’s  Republic  of  China 

Requestor:  Safco  Products  Co.; 
whether  its  StowAway  Cart  (Model 
4062)  and  Stow  And  Go  Cart  (Model 
4049)  are  within  the  scope  of  the 
antidumping  duty  order;  requested 
October  16,  2008;  initiated  November 
'  28,  2008. 

A-570-891:  Hand  Trucks  From  the 
People’s  Republic  of  China 

Requestor:  E  &  B  Giftware,  LLC; 
whether  the  Samsonite  Micro  Mover 
Fold  Away  Carry-On  Luggage  Cart,  the 
Samsonite  Compact  Luggage  Cart,  and 
the  American  Tourister  Swing  Wheel 
Luggage  Cart  are  within  the  scope  of  the 
antidumping  duty  order;  requested 
March  23,  2009. 

A-570-899:  Artist  Canvas  From  the 
People’s  Republic  of  China 

Requestor:  C2F,  Inc.;  whether  framed 
artist  canvas  in  two  forms  (i.e.,  65% 


1  See  Notice  of  Scope  Rulings,  72  FR  43245, 
43246  (August  3,  2007). 


polyester,  35%  cotton  bulk  or  100% 
cotton  bulk)  woven  in  the  Republic  of 
Korea  and  cut  and  framed  in  the 
People’s  Republic  of  China  are  within 
the  scope  of  the  antidumping  duty 
order;  requested  September  4,  2008. 

A-570-899:  Artist  Canvas  From  the 
People’s  Republic  of  China 

Requestor:  Art  Supplies  Enterprises, 
Inc.;  whether  framed  artist  canvas 
woven  and  primed  in  Vietnam  and  cut 
and  framed  in  the  People’s  Republic  of 
China  is  within  the  scope  of  the 
antidumping  duty  order;  requested 
December  22,  2008. 

A-5  70-901:  Lined  Paper  Products  From 
the  People’s  Republic  of  China 

Requestor:  Livescribe  Inc.,  whether 
the  patented  dot-patterned  paper 
(trademarked  “ANOTO”)  is  within  the 
scope  of  the  antidumping  duty  order; 
requested  October  24,  2008. 

A-570-901:  Lined  Paper  Products  From 
the  People’s  Republic  of  China 

Requestor:  PlanAhead  LLC;  whether 
writing  cases,  writing  portfolios, 
portfolios  and  padfolios,  70314 
Professional  Padfolio;  70689  Contour 
Padfolio;  72055  Urban  Padfolio;  72537 
Fashion  Padfolio,  are  within  the  scope 
of  the  antidumping  duty  order; 
requested  November  17,  2008. 

A-570-901:  Lined  Paper  Products  From 
the  People’s  Republic  of  China 

Requestor:  Wal-Mart  Stores,  Inc., 
whether  the  notebook  component,  when 
imported  as  part  of  the  complete 
stationery  set,  is  within  the  scope  of  the 
antidumping  duty  order;  requested 
March  6,  2009. 

A-5 70-904:  Certain  Activated  Carbon 
From  the  People’s  Republic  of  China 

Requestor:  Rolf  C  Hagen  (USA)  Corp; 
whether  certain  fish  filter  parts  are 
within  the  scope  of  the  antidumping 
duty  order;  requested  November  14, 
2008. 

A— 570— 909:  Certain  Steel  Nails  From 
the  People’s  Republic  of  China 

Requestor:  Shanghai  March  Import  & 
Export  Co.,  Ltd.;  whether  the  horseshoe 
nails  imported  by  Shanghai  March 
Import  &  Export  Co.,  Ltd.,  are  within  the 
scope  of  the  antidumping  duty  order; 
requested  October  17,  2008. 

A-570-910:  Certain  Welded  Carbon 
Quality  Steel  Pipe  From  the  People’s 
Republic  of  China 

Requestor:  Constantine  N.  Polites  and 
Company;  whether  unfinished 
scaffolding  pipe  is  within  the  scope  of 
the  antidumping  duty  order;  requested 
March  30,  2009. 


A-5 70-91 6  and  C-570-917:  Laminated 
Woven  Sacks  From  the  People’s 
Republic  of  China 

Requestor:  Shapiro  Packaging; 
whether  its  “Manna  Pro  Calf  Manna,” 
“Manna  Pro  Horse  Feed,”  and  “Red 
Head  Deer  Corn”  sacks  are  within  the 
scope  of  the  antidumping  duty  order; 
requested  March  20,  2009. 

A-570-918:  Steel  Wire  Garment 
Hangers  From  the  People’s  Republic  of 
China 

Requestor:  Econoco  Corporation; 
whether  chrome-plated  hangers  with  a 
certain  diameter  are  within  the  scope  of 
the  antidumping  duty  order;  requested 
December  3,  2008. 

A-570-918:  Steel  Wire  Garment 
Hangers  From  the  People’s  Republic  of 
China 

Requestor:  American  Hanger;  whether 
chrome-plated  hangers  with  a  certain 
diameter  are  within  the  scope  of  the 
antidumping  duty  order;  requested 
December  1,  2008. 

A-570-924:  PET  Film  From  the  People’s 
Republic  of  China 

Requestor:  Coated  Fabrics  Company; 
whether  Amorphous  PET  (“APET”), 
Glycol-modified  PET  (“PETG”),  and 
coextruded  APET  and  with  PETG  on  its 
outer  surfaces  (“GAG  Sheet”)  are  within 
the  scope  of  the  order;  requested 
February  12,  2009. 

Multiple  Countries 

A-570-922  and  C-570-923:  Raw 
Flexible  Magnets  From  the  People’s 
Republic  of  China;  A-583-842:  Raw 
Flexible  Magnets  From  Taiwan 

Requestor:  Direct  Innovations; 
whether  certain  decorative  retail 
magnets  are  within  the  scope  of  the 
antidumping  and  countervailing  duty 
orders;  requested  March  20,  2009. 

Anticircumvention  Rulings  Pending  as 
of  March  31,  2009 

People’s  Republic  of  China 

A-5 70-849:  Cut-to-Length  Carbon  Steel 
Plate  From  the  People’s  Republic  of 
China 

Requestor:  Nucor  Corporation,  SSAB 
N.A.D.,  Evraz  Claymont  Steel,  Evraz 
Oregon  Steel  Mills,  and  ArcelorMittal 
USA  Inc.;  whether  adding 
metallurgically  and  economically 
insignificant  amounts  of  boron  is  a 
minor  alteration  that  circumvents  the 
antidumping  duty  order;  requested 
August  13,  2008;  initiated  October  10, 
2008. 
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A-570-868:  Folding  Metal  Tables  and 
Chairs  From  the  People’s  Republic  of 
China 

Requestor:  Meco  Corporation; 
whether  the  common  leg  table  (a  folding 
metal  table  affixed  with  cross  bars  that 
enable  the  legs  to  fold  in  pairs) 
produced  in  the  People’s  Republic  of 
China  is  a  minor  alteration  that 
circumvents  the  antidumping  duty 
order;  requested  October  31,  2005; 
preliminary  ruling  issued  October  27, 
2008. 

A-570-894:  Certain  Tissue  Paper 
Products  From  the  People’s  Republic  of 
China 

Requestor:  Seaman  Paper  Company  of 
Massachusetts,  Inc.;  whether  imports  of 
tissue  paper  from  Thailand  made  out  of 
jumbo  rolls  and  sheets  of  tissue  paper 
from  the  People’s  Republic  of  China  are 
completed  or  assembled  in  other  foreign 
countries  and  are  circumventing  the 
antidumping  duty  order;  requested 
September  10,  2008;  initiated  October 
27,  2008. 

Interested  parties  are  invited  to 
comment  on  the  completeness  of  this 
list  of  pending  scope  and 
anticircumvention  inquiries.  Any 
comments  should  be  submitted  to  the 
Deputy  Assistant  Secretary  for  AD/CVD 
Operations,  Import  Administration, 
International  Trade  Administration, 
14th  Street  and  Constitution  Avenue, 
NW.,  APO/Dockets  Unit,  Room  1870, 
Washington,  DC  20230. 

This  notice  is  published  in 
accordance  with  19  CFR  351.225(o). 

Dated:  August  20,  2009.  . 

John  M.  Andersen, 

Acting  Deputy  Assistant  Secretary  for 
Antidumping  and  Countervailing  Duty 
Operations. 

[FR  Doc.  E9-20721  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Assistant  Secretary; 
Defense  Task  Force  on  Sexual  Assault 
in  the  Military  Services 

AGENCY:  DoD;  Office  of  the  Assistant 
Secretary  of  Defense  (Personnel  and 
Readiness). 

ACTION:  Notice  of  meeting. 

SUMMARY:  Under  the  provisions  of  the 
Federal  Advisory  Committee  Act  of 
1972  (5  U.S.C.,  Appendix,  as  amended), 
the  Government  in  the  Sunshine  Act  of 
1976  (5  U.S.C.  552b,  as  amended),  and 
41  CFR  102-3.150,  the  Department  of 
Defense  announces  that  the  following 
Federal  advisory  committee  meetings  of 


the  Defense  Task  Force  on  Sexual 
Assault  in  the  Military  Services 
(hereafter  referred  to  as  the  Task  Force) 
will  take  place: 

DATES:  Wednesday,  September  23; 
Thursday,  September  24;  Friday, 
September  25;  and  Saturday,  September 
26,  2009.  The  meetings  will  be  held 
from  8  a.m.  to  4:30  p.m.  Eastern 
Daylight  Time  (hereafter  referred  to  as 
EDT). 

ADDRESSES:  Embassy  Suites  Hotel,  1900 
Diagonal  Road,  Alexandria,  Virginia 
22314. 

FOR  FURTHER  INFORMATION,  CONTACT: 

Michael  Molnar,  Deputy  to  the 
Executive  Director,  2850  Eisenhower 
Avenue,  Suite  100,  Alexandria,  Virginia, 
22314;  phone  (888)  325-6640;  fax  (703) 
325-6710; 

michael.moInar@wso.  whs.mil. 

SUPPLEMENTARY  INFORMATION: 

Purpose:  Purpose  of  the  meeting  is  to 
obtain  and  discuss  information  on  the 
Task  Force’s  congressionally  mandated 
task  to  examine  matters  related  to  sexual 
assault  in  the  Military  Services  through 
briefings  from,  and  discussion  with, 
Task  Force  staff,  subject-matter  experts, 
document  review,  and  preparation  of 
the  Task  Force  report. 

Agenda 

Wednesday,  September  23,  2009 

8  a.m.-8:05  a.m.  Welcome, 
Administrative  Remarks. 

8:05  a.m.-8:10  a.m.  Opening  Remarks. 
8:10  a.m.-9:30  a.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

9:30  a.m.-9:45  a.m.  Break. 

9:45  a.m.-12  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 

12  p.m.-l  p.m.  Noon  Meal. 

1  p.m.-2:30  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 

2:30  p.m.-2:45  p.m.  Break. 

2:45  p.m.— 4:25  p.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

4:25  p.m.— 4:30  p.m.  Wrap  Up. 
Thursday,  September  24,  2009 

8  a.m.-8:05  a.m.  Welcome, 
Administrative  Remarks. 

8:05  a.m.-8:10  a.m.  Opening  Remarks. 
8:10  a.m.-9:30  a.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

9:30  a.m.-9:45  a.m.  Break. 

9:45  a.m.-12  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 

12  p.m.-l  p.m.  Noon  Meal. 

1  p.m.-2:30  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 
2:30  p.m.-2:45  p.m.  Break. 


2:45  p.m.-4:25  p.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

4:25  p.m.— 4:30  p.m.  Wrap  Up. 

Friday,  September  25,  2009 

8  a.m.-8:05  a.m.  Welcome, 
Administrative  Remarks. 

8:05  a.m.-8:10  a.m.  Opening  Remarks. 
8:10  a.m.-9:30  a.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

9:30  a.m.-9:45  a.m.  Break. 

9:45  a.m.-12  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 

12  p.m.-l  p.m.  Noon  Meal. 

1  p.m.-2:30  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 
2:30  p.m.-2:45  p.m.  Break. 

2:45  p.m.— 4:25  p.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

4:25  p.m.— 4:30  p.m.  Wrap  Up. 

Saturday,  September  26,  2009 

8  a.m.-8:05  a.m.  Welcome, 
Administrative  Remarks. 

8:05  a.m.-8:10  a.m.  Opening  Remarks. 
8:10  a.m.-9:30  a.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

9:30  a.m.-9:45  a.m.  Break. 

9:45  a.m.-12  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 

12  p.m.-l  p.m.  Noon  Meal. 

1  p.m.-2:30  p.m.  Content  Discussion 
and  Writing  of  the  Final  Report. 
2:30  p.m.-2:45  p.m.  Break. 

2:45  p.m.— 4:25  p.m.  Content 

Discussion  and  Writing  of  the  Final 
Report. 

4:25  p.m.—4:30  p.m.  Wrap  Up. 

The  public  cap  view  meeting  updates 
at  http://www.dtic.mil/dtfsams. 

Public’s  Accessibility  to  the  Meeting: 
Pursuant  to  5  U.S.C.  552b  and  41  CFR 
102-3.140  through  102-3.165,  and  the 
availability  of  space,  this  meeting  is 
open  to  the  public.  Seating  is  on  a  first- 
come  basis. 

Committee’s  Designated  Federal 
Officer:  Colonel  Cora  M.  Jackson- 
Chandler;  2850  Eisenhower  Avenue, 
Suite  100,  Alexandria,  Virginia  22314; 
phone  (888)  325-6640;  fax  (703)  325- 
6710;  cora.chandler@wso.whs.mil. 

Written  Statements:  Pursuant  to  41 
CFR  102-3. 105(j)  and  102-3.140,  and 
section  10(a)(3)  of  the  Federal  Advisory 
Committee  Act  of  1972,  the  public  or 
interested  organizations  may  submit 
written  statements  to  the  Defense  Task 
Force  on  Sexual  Assault  in  the  Military 
Services  about  its  mission  and 
functions.  Written  statements  may  be 
submitted  at  any  time  or  in  response  to 
the  stated  agenda  of  a  planned  meeting 
of  the  Defense  Task  Force  on  Sexual 
Assault  in  the  Military  Services. 
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All  written  statements  shall  be 
submitted  to  the  Designated  Federal 
Officer  for  the  Defense  Task  Force  on 
Sexual  Assault  in  the  Military  Services, 
and  this  individual  will  ensure  that  the 
written  statements  are  provided  to  the 
membership  for  their  consideration. 
Contact  information  for  the  Designated 
Federal  Officer  is  provided  in  this 
notice  or  can  be  obtained  from  the 
GSA’s  FACA  Database:  https:// 
www.fido.gov/facadatabase/public.asp. 

Written  statements  being  submitted  in 
response  to  the  agenda  mentioned  in 
this  notice  must  be  received  by  the 
Designated  Federal  Officer  at  the  listed 
address  above  no  later  than  7  a.m.,  EDT, 
Wednesday,  September  16,  2009. 

Written  statements  received  after  this 
date  may  not  be  provided  to,  or 
considered  by,  the  Defense  Task  Force 
on  Sexual  Assault  in  the  Military 
Services  until  its  next  meeting. 

The  Designated  Federal  Officer  will 
review  all  timely  submissions  with  the 
Defense  Task  Force  on  Sexual  Assault  in 
the  Military  Services  Co-Chairs  and 
ensure  they  are  provided  to  all  members 
of  the  Defense  Task  Force  on  Sexual 
Assault  in  the  Military  Services  before 
the  meeting  that  is  the  subject  of  this 
notice. 

Dated:  August  21,  2009. 

Patrica  Toppings, 

OSD  Federal  Register  Liaison  Officer, 
Department  of  Defense. 

[FR  Doc.  E 9-20667  Filed  8-26-09;  8:45  am] 

BILLING  CODE  5001 -06-P 

DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

Advisory  Panel  on  Department  of 
Defense  Capabilities  for  Support  of 
Civil  Authorities  After  Certain  Incidents 

AGENCY:  Office  of  the  Assistant 
Secretary  of  Defense  (Homeland  Defense 
and  Americas’  Security  Affairs),  DoD. 
ACTION:  Notice  of  meeting. 

SUMMARY:  Under  the  provisions  of  the 
Federal  Advisory  Committee  Act  of 
1972  (5  U.S.C.,  Appendix,  as  amended), 
the  Government  in  the  Sunshine  Act  of 
1976  (5  U.S.C.  552b,  as  amended),  and 
41  CFR  102-3.150,  the  Department  of 
Defense  announces  that  the  following 
Federal  advisory  committee  meeting  of 
the  Advisory  Panel  on  Department  of 
>  Defense  Capabilities  for  Support  of  Civil 
Authorities  after  Certain  Incidents 
(hereinafter  referred  to  as  the  Advisory 
Panel)  will  take  place: 

DATES:  Tuesday,  September  15,  2009, 
from  12  p.m.  to  5  p.m.  and  Wednesday, 
September  16,  2009,  from  8:30  a.m.  to 


12  p.m.  Eastern  Daylight  Time 
(hereinafter  referred  to  as  EDT). 
ADDRESSES:  The  RAND  Corporation, 

1200  South  Hayes  Street,  Arlington, 
Virginia  22202,  4th  floor  conference 
facilities.  (Note:  Members  of  the  public 
who  choose  to  attend  the  meeting 
should  allow  approximately  15  minutes 
to  clear  building  security  on  the  ground 
floor  (Hayes  Street  entrance)  and  RAND 
security  (4th  floor  reception  area)). 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  Wermuth,  Co-Principal 
Investigator,  RAND  Corporation,  1200 
South  Hayes  Street,  Arlington,  Virginia 
22202,  phone  (703) 413-1100,  x5414; 
Werm  u  th  @ran  d.  org. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  meeting:  First  an 
organizational  meeting  of  the  panel.  The 
panel  will  elect  a  Chairperson  from 
among  its  members  and  discuss  the 
specifics  of  its  congressional  mandate.  It 
will  decide  on  topics  for  research  and 
other  activities  for  future  meetings, 
based  on  its  congressiorially  mandated 
tasks. 

Agenda 

•  Welcome  by  RAND  leadership 

•  Welcome  by  DoD  official 

•  Panel  Members  Swearing-In 

•  Panel  Member  Introductions  and 
Statements 

•  Ratification  of  By-Laws 

•  Election  of  Chairperson  and  Vice 
Chairperson 

•  RAND  Overview  and  Staff 
Introductions 

•  Overview  of  Enabling  Legislation — 
Congressional  Mandate 

•  Charter/FACA  Overview 

•  DoD  Authorities  and  Key  Policies 
Overview 

•  Key  Definitions  and  Terminology 

•  Proposed  Initial  Research  Topics 

•  Discussion  of  Future  Meetings 
(including  witnesses) 

•  Subpanels 

•  Other  Protocols 

•  Administration 

Public’s  Accessibility  to  the  Meeting: 
Pursuant  to  5  U.S.C.  552b  and  41  CFR 
102-3.140  through  102-3.165,  and  the 
availability  of  space,  this  meeting  is 
open  to  the  public.  Seating  is  on  a  first- 
come  basis.  (Note:  Members  of  the 
public  who  choose  to  attend  the  meeting 
should  allow  approximately  15  minutes 
to  clear  building  security  on  the  ground 
floor  (Hayes  Street  entrance)  and  RAND 
security  (4th  floor  reception  area)). 

Advisory  Panel’s  Designated  Federal 
Officer:  Catherine  Polmateer,  telephone: 
703-697-6370,  OASD  (HD&ASA), 
Resources  Integration,  2600  Defense 
Pentagon,  Washington,  DC  20301-2600, 
e-mail:  Catherine.Polmateer@osd.mil. 


Advisory  Panel’s  Points  of  Contact  at 
the  Federally  Funded  Research  and 
Development  Center  (FFRDC):  Michael 
Wermuth,  Co-Principal  Investigator, 
telephone  703-413-1100,  x5414,  e-mail: 
Wermuth@rand.org;  or  Gary  Cecchine, 
Co-Principal  Investigator,  telephone 
703-413-1100,  X5319,  e-mail: 
Cecchine@rand.org;  The  RAND 
Corporation,  1200  South  Hayes  Street, 
Arlington,  Virginia  22202. 

Written  Statements:  Pursuant  to  41 
CFR  102-3. 105(j)  and  102-3.140,  and 
section  10(a)(3)  of  the  Federal  Advisory 
Committee  Act  of  1972  (FACA),  the 
public  or  interested  organizations  may 
submit  written  statements  to  the 
Advisory  Panel  about  its  mission  and 
functions.  Written  statements  may  be 
submitted  at  any  time  or  in  response  to 
the  stated  agenda  of  a  planned  meeting 
of  the  Advisory  Panel. 

All  written  statements  shall  be 
submitted  to  the  Designated  Federal 
Officer  for  the  Advisory  Panel,  and  this 
individual  will  ensure  that  the  written 
statements  are  provided  to  the 
membership  for  their  consideration. 
Contact  information  for  the  Designated 
Federal  Officer  is  provided  in  this 
notice  or  can  be  obtained  from  the 
GSA’s  FACA  Database:  https:// 
www.fido.gov/facadatabase/public.asp. 

Written  statements  being  submitted  in 
response  to  the  agenda  mentioned  in 
this  notice  must  be  received  by  the 
Designated  Federal  Officer  at  the 
address  listed  above  no  later  than  11 
a.m.,  EDT,  Thursday,  September  10, 
2009.  Written  statements  received  after 
this  date  may  not  be  provided  to  or 
considered  by  the  Advisory  Panel  until 
its  next  meeting. 

The  Designated  Federal  Officer  will 
review  all  timely  submissions  with  the 
Advisory  Panel  Chairperson  and  ensure 
they  are  provided  to  all  members  of  the 
Advisory  Panel  before  the  meeting  that 
is  the  subject  of  this  notice. 

All  written  statements  received  by  the 
Designated  Federal  Officer  will  be 
retained  as  part  of  the  committee’s 
official  records.  In  addition,  statements 
timely  submitted  in  response  to  a  stated 
agenda  of  a  planned  meeting  and 
provided  to  committee  members  in 
preparation  for  a  meeting,  will  be  made 
available  to  the  public  during  the 
meeting  and  posted  to  the  GSA’s  FACA 
Database. 

Oral  Statements:  In  addition  to 
written  statements,  and  time  permitting, 
the  Chairperson  of  the  Advisory  Panel 
may  allow  Oral  Statements  by  the 
public  to  the  Members  of  the  Advisory 
Panel.  Any  person  seeking  to  address 
orally  the  Advisory  Panel  must  submit 
a  request  to  the  Designated  Federal 
Officer  no  later  than  11  a.m.,  EDT, 
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Thursday,  September  10,  2009.  Oral 
statements  Will  be  limited  to  five 
minutes  (or  less  depending  on  time 
available).  The  Designated  Federal 
Officer  will  provide  timekeeping  for  oral 
statements  and  will  notify  the 
Chairperson  when  a  presenter  has 
reached  allotted  time. 

Dated:  August  21,  2009. 

Patricia  L.  Toppings, 

OSD  Federal  Register  Liaison  Officer, 
Department  of  Defense. 

[FR  Doc.  E 9— 20669  Filed  8-26-09;  8:45  am] 
BILLING  CODE  5001-06-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

Military  Leadership  Diversity 
Commission 

AGENCY:  Office  of  the  Under  Secretary  of 
Defense  for  Personnel  and  Readiness, 
DoD. 

ACTION:  Notice  of  meeting. 

SUMMARY:  Under  the  provisions  of  the 
Federal  Advisory  Committee  Act  of 
1972  (5  U.S.C.,  Appendix,  as  amended), 
the  Government  in  the  Sunshine  Act  of 
1976  (5  U.S.C.  552b,  as  amended),  and 
41  CFR  102-3.150,  the  Department  of 
Defense  announces  that  the  following 
Federal  advisory  committee  meeting  of 
the  Military  Leadership  Diversity 
Commission  (MLDC)  will  take  place: 
DATES:  Wednesday,  September  16,  2009 
through  Friday,  September  18,  2009. 

6  p.m.  to  8  p.m.,  Wednesday, 
September  16,  2009 — Administrative 
Working  Meeting. 

9:25  a.m.  to  5  p.m.,  Thursday, 
September  17,  2009. 

8  a.m.  to  1  p.m.,  Friday,  September 
18,  2009. 

ADDRESSES:  Wednesday,  September  16, 
2009 — RAND  Corporation,  Suite  400, 
1200  South  Mayes  St.,  Arlington,  VA 
22202-5050. 

Thursday  and  Friday,  September  17 
through  18,  2009 — Double  Tree  Hotel, 
300  Army  Navy  Drive,  Arlington,  VA 
22202. 

FOR  FURTHER  INFORMATION  CONTACT: 

Colonel  James  JJ  Campbell,  703  571- 
9324,  703  501--3172, 1851  South  Bell 
Street,  Suite  532,  Arlington,  VA,  E-mail 
james.campbell@osd.mil. 

Purpose  of  the  Meeting:  The  purpose 
of  the  meeting  is  for  the  commissioners 
of  the  Military  Leadership  Diversity 
Commission  to  discuss  the 
congressional  requirements  of  the 
Commission,  and  to  map  the 
Commission’s  efforts  to  address  these 
congressional  concerns. 


Agenda 

Wednesday,  September  16,  2009 

Administrative  Working  Meeting 
(closed  to  the  public) 

6  p.m.-8  p.m.  Briefings  by  government 
officials  on  federal  advisory 
committee  management 

Thursday,  September  17,  2009 

9:25  a.m.-9:30  a.m.  Opening  of  the 
meeting  by  the  Designated  Federal 
Officer 

9:30  a.m.-9:40  a.m.  Comments  by  the 
Commission  Chairman 
9:40  a.m.-9:45  a.m.  Remarks  by  Office 
of  Under  Secretary  of  Defense 
(Personnel  and  Readiness) 

9:45  a.m.-9:55  a.m.  (Invited)  Remarks 
by  Chairman  of  the  Joint  Chiefs  of 
Staff 

9:55  a.m.-10:05  a.m.  (Invited)  Remarks 
by  Congressional  Representative 
10:05  a.m.-10:10  a.m.  Special 
Assistant  to  the  Secretary  for  White 
House  Liaison 

10:10  a.m.-10:30  a.m.  Break 
10:30  a.m.-5  p.m.  Administrative 
Working  Meeting  (closed  to  the 
public)—  Briefing 

10:30  a.m.-10:45  a.m.  Chairman  briefs 
to  Commissioners  (Charter) 

10:45  a.m.-ll:45  a.m.  Open  discussion 
on  the  objectives  and  scope  of  the 
Commission 

12  p.m.-12:50  p.m.  Lunch 
1  p.m.-4:50  p.m.  Discussion  of  the 
initial  study  plan 
5  p.m.  Closing  Remarks  by 
Commission  Chairman 

Friday,  September  18,  2009 

8  a.m.-8:05  a.m.  Opening  of  meeting 
by  DFO 

8:05  a.m.-8:10  a.m.  Remarks  by 
Commission  Chairman  (Invited)  USD 
(P&R) 

8:10  a.m.-8:15  a.m.  Remarks  by 
Principal  Director,  Diversity 
Management  and  Equal  Opportunity 
8:15  a.m.-12:50  p.m.  Open 
discussions — Service  Diversity 
briefings 

1  p.m.  Closing  remarks  by  Commission 
Chairman 

Public’s  Accessibility  to  the  Meeting: 
Pursuant  to  5  U.S.C.  552b  and  41  CFR 
102-3.140  through  102-3.16)5,  and  the 
availability  of  space,  the  meetings  on 
Thursday  and  Friday,  September  17 
through  18,  2009  will  be  open  to  the 
public.  However,  pursuant  to  41  CFR 
3.160(b),  both  the  Administrative 
Working  Meeting  on  Wednesday, 
September  16,  2009  and  Thursday, 
September  17,  2009  shall  be  closed  to 
the  public.  Please  note  that  the 
availability  of  seating  is  on  a  first-come 
basis. 


Committee’s  Designated  Federal 
Officer  or  Point  of  Contact:  Colonel 
James  JJ  Campbell,  703  571-9324,  703 
501-3172, 1851  South  Bell  Street,  Suite 
532,  Arlington,  VA,  E-mail 
james.campbell@osd.mil. . 

Written  Statements:  Pursuant  to  41 
CFR  102— 3.1 05 (j)  and  102-3.140,  and 
section  10(a)(3)  of  the  Federal  Advisory 
Committee  Act  of  1972,  the  public  or 
interested  organizations  may  submit 
written  statements  to  the  Military 
Leadership  Diversity  Commission  about 
its  mission  and  functions.  Written 
statements  may  be  submitted  at  any 
time  or  in  response  to  the  stated  agenda 
of  a  planned  meeting  of  the  Military 
Leadership  Diversity  Commission. 

All  written  statements  shall  be 
submitted  to  the  Designated  Federal 
Officer  for  the  Military  Leadership 
Diversity  Commission,  and  this 
individual  will  ensure  that  the  written 
statements  are  provided  to  the 
membership  for  their  consideration. 
Contact  information  for  the  Designated 
Federal  Officer  can  be  obtained  from  the 
GSA’s  FAC  A  Database — https:// 
www.fido.gov/facadatabase/public.asp. 

Statements  being  submitted  in 
response  to  the  agenda  mentioned  in 
this  notice  must  be  received  by  the 
Designated  Federal  Officer  at  the 
address  listed  above  at  least  five 
calendar  days  prior  the  meeting  which 
is  the  subject  of  this  notice.  Written 
statements  received  after  this  date  may 
not  be  provided  to  or  considered  by  the 
Military  Leadership  Diversity 
Commission  until  its  next  meeting. 

The  Designated  Federal  Officer  will 
review  all  timely  submissions  with  the 
Military  Leadership  Diversity 
Commission  Chairperson  and  ensure 
they  are  provided  to  all  members  of  the 
Military  Leadership  Diversity 
Commission  before  the  meeting  that  is 
the  subject  of  this  notice. 

Dated:  August  21,  2009. 

Patricia  L.  Toppings, 

OSD  Federal  Register  Liaison  Officer, 
Department  of  Defense. 

[FR  Doc.  E9-20668  Filed  8-26-09;  8:45  am] 
BILLING  CODE  5001-06-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

Notice  of  Intent  To  Grant  Exclusive 
Patent  License:  Haleakala  R&D,  Inc. 

AGENCY:  Department  of  the  Navy,  DOD. 
ACTION:  Special  notice. 

SUMMARY:  The  Department  of  the  Navy 
hereby  gives  notice  of  its  intent  to  grant 
to  Haleakala  R&D,  Inc.  a  revocable, 
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nonassignable,  partially  exclusive 
license  to  practice  throughout  the 
United  States  the  Government-owned 
inventions  described  in  U.S.  Patent  No. 
6,806,833:  CONFINED  PLASMA 
RESONANCE  ANTENNA  AND 
PLASMA  RESONANCE  ANTENNA 
ARRAY;  U.S.  Patent  No.  6,674,970: 
PLASMA  ANTENNA  WITH  TWO- 
FLUID  IONIZATION  CURRENT;  U.S. 
Patent  No.  6,657,594:  PLASMA 
ANTENNA  SYSTEM  AND  METHOD; 
U.S.  Patent  No.  6,650,297:  LASER 
DRIVEN  PLASMA  ANTENNA 
UTILIZING  LASER  MODIFIED 
MAXWELLIAN  RELAXATION;  U.S. 
Patent  No.  6,169,520:  PLASMA 
ANTENNA  WITH  CURRENTS 
GENERATED  BY  OPPOSED  PHOTON 
BEAMS;  U.S.  Patent  No.  6,087,993: 
PLASMA  ANTENNA  WITH  ELECTRO- 
OPTICAL  MODULATOR;  U.S.  Patent 
No.  6,046,705:  STANDING  WAVE 
PLASMA  ANTENNA  WITH  PLASMA 
REFLECTOR;  U.S.  Patent  No.  6,118,407: 
HORIZONTAL  PLASMA  6,087,992: 
ACOUSTICALLY  DRIVEN  PLASMA 
ANTENNA;  and,  U.S.  Patent  No. 
5,963,169:  MULTIPLE  TUBE  PLASMA 
ANTENNA. 

DATES:  Anyone  wishing  to  object  to  the 
grant  of  this  license  has  fifteen  (15)  days 
from  the  date  of  this  notice  to  file 
written  objections  along  with 
supporting  evidence,  if  any. 

ADDRESSES:  Written  objections  are  to  be 
filed  with  the  Naval  Undersea  Warfare 
Center  Division,  Newport,  1176  Howell 
St.,  Bldg.  990,  Code  07TP,  Newport,  RI 
02841. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 

Theresa  A.  Baus,  Head,  Technology 
Partnership  Enterprise  Office,  Naval 
Undersea  Warfare  Center  Division, 
Newport,  1176  Howell  St.,  Bldg.  990, 
Code  07TP,  Newport,  RI  02841, 
telephone  401-832-8728,  or  e-mail 
theresa.baus@navy.mil. 

Authority:  35  U.S.C.  207,  37  CFR  part  404. 
Dated:  August  19,  2009. 

A.M.  Vallandingham, 

Lieutenant  Commander,  fudge  Advocate 
General’s  Corps,  U.S.  Navy,  Federal  Register 
Liaison  Officer. 

[FR  Doc.  E 9— 20609  Filed  8-26-09;  8:45  am] 

BILLING  CODE  3810-FF-P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 
SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 
Regulatory  Information  Management 


Services,  Office  of  Management,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  October 
26,  2009. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Office  of  Management  and 
Budget  (OMB)  provide  interested 
Federal  agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  OMB  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency’s  ability  to  perform  its 
statutory  obligations.  The  Director, 
Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  publishes  that  notice 
containing  proposed  information 
collection  requests  prior  to  submission 
of  these  requests  to  OMB.  Each 
proposed  information  collection, 
grouped  by  office,  contains  the 
following:  (1)  Type  of  review  requested, 
e.g.  new,  revision,  extension,  existing  or 
reinstatement;  (2)  Title;  (3)  Summary  of 
the  collection;  (4)  Description  of  the 
need  for,  and  proposed  use  of,  the 
information;  (5)  Respondents  and 
frequency  of  collection;  and  (6) 

Reporting  and/ or  Recordkeeping 
burden.  OMB  invites  public  comment. 

The  Department  of  Education  is 
especially  interested  in  public  comment 
addressing  the  following  issues:  (1)  Is 
this  collection  necessary  to  the  proper 
functions  of  the  Department;  (2)  will 
this  information  be  processed  and  used 
in  a  timely  manner;  (3)  is  the  estimate 
of  burden  accurate;  (4)  how  might  the 
Department  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (5)  how  might  the 
Department  minimize  the  burden  of  this 
collection  on  the  respondents,  including 
through  the  use  of  information 
technology." 

Dated:  August  21,  2009. 

James  Hyler, 

Acting  Director,  Information  Collection 
Clearance  Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Office  of  Special  Education  and 
Rehabilitative  Services,  Rehabilitative 
Services  Administration 

Type  of  Review:  Extension. 


Title:  State  Plan  for  Vocational 
Rehabilitation  Services  and  Supplement 
for  Supported  Employment  Services. 

Frequency:  Annually. 

Affected  Public:  State,  Local,  or  Tribal 
Government. 

Reporting  and  Recordkeeping  Hour 
Burden: 

Responses:  80. 

Burden  Hours:  1,002,000. 

Abstract:  The  Rehabilitation  Act  of 
1973,  as  amended  (the  Act),  requires 
each  State  to  submit  to  the 
Commissioner  of  the  Rehabilitation 
SdTvices  Administration  (RSA)  a  State 
Plan  for  the  Vocational  Rehabilitation 
(VR)  Services  program  and  the  State 
Supported  Employment  (SE)  Services 
program  that  meets  the  requirements  of 
sections  101(a)  and  625  of  the  Act. 
Program  funding  is  contingent  on 
Departmental  approval  of  the  State  Plan 
and  its  supplement. 

Requests  for  copies  of  the  proposed 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov, 
by  selecting  the  “Browse  Pending 
Collections”  link  and  by  clicking  on 
link  number  4113.  When  you  access  the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or  faxed 
to  202-401-0920.  Please  specify  the 
complete  title  of  the  information 
collection  when  making  your  request. 

Comments  regarding  burden  and/or 
the  collection  activity  requirements 
should  be  electronically  mailed  to 
ICDocketMgr@ed.gov.  Individuals  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at  1- 
800-877-8339. 

[FR  Doc.  E 9— 20615  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4000-01 -P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 
ACTION:  Notice  of  proposed  information 
collection  requests. 

SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 
Regulatory  Information  Management 
Services,  Office  of  Management,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 
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DATES:  An  emergency  review  has  been 
requested  in  accordance  with  the  Act 
(44  U.S.C.  Chapter  3507{j)),  due  to  an 
unanticipated  event.  Approval  by  the 
Office  of  Management  and  Budget 
(OMB)  has  been  requested  by  September 
4,  2009. 

ADDRESSES:  Written  comments 
regarding  the  emergency  review  should 
be  addressed  to  the  Office  of 
Information  and  Regulatory  Affairs, 
Attention:  Education  Desk  Officer, 

Office  of  Management  and  Budget,  725 
17th  Street,  NW.,  Room  10222,  New 
Executive  Office  Building,  Washington, 
DC  20503  or  e-mailed  to 
oira_submission@omb.eop.gov  or  faxed 
to  (202)  395-5806. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Director  of  OMB  provide 
interested  Federal  agencies  and  the 
public  an  early  opportunity  to  comment 
on  information  collection  requests.  The 
Office  of  Management  and  Budget 
(OMB)  may  amend  or  waive  the 
requirement  for  public  consultation  to 
the  extent  that  public  participation  in 
the  approval  process  would  defeat  the 
purpose  of  the  information  collection, 
violate  State  or  Federal  law,  or 
substantially  interfere  with  any  agency’s 
ability  to  perform  its  statutory 
obligations.  The  Director,  Information 
Collection  Clearance  Division, 

Regulatory  Information  Management 
Service,  Office  of  Management, 
publishes  this  notice  containing 
proposed  information  collection 
requests  at  the  beginning  of  the 
Departmental  review  of  the  information 
collection.  Each  proposed  information 
collection,  grouped  by  office,  contains 
the  following:  (1)  Type  of  review 
requested:  e.g.,  new,  revision,  extension, 
existing  or  reinstatement;  (2)  Title;  (3) 
Summary  of  the  collection;  (4) 
Description  of  the  need  for,  and 
proposed  use  of,  the  information;  (5) 
Respondents  and  frequency  of 
collection;  and  (6)  Reporting  and/or 
Recordkeeping  burden.  ED  invites 
public  comment. 

The  Department  of  Education  is 
especially  interested  in  public  comment 
addressing  the  following  issues:  (1)  Is 
this  collection  necessary  to  the  proper 
functions  of  the  Department;  (2)  will 
this  information  be  processed  and  used 
in  a  timely  manner,  (3)  is  the  estimate 
of  burden  accurate;  (4)  how  might  the 
Department  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected,  and  (5)  how  might  the 
Department  minimize  the  burden  of  this 
collection  on  respondents,  including  the 
use  of  information  technology. 


Dated:  August  24,  2009. 

Angela  C.  Arrington, 

Director,  Information  (Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Office  of  Communications  and 
Outreach 

Type  of  Review:  Emergency. 

Title:  I  Am  What  I  Learn. 

Frequency:  One  time. 

Affected  Public:  Individuals  or 
households. 

Reporting  and  Recordkeeping  Hour 
Burden: 

Responses:  500. 

Burden  Hours:  83. 

Abstract:  This  submission  requests 
approval  on  an  emergency  basis  for  a 
new  collection  of  information  that 
would  require  students  entering  the 
Department  of  Education’s  Back-to- 
School  Video  Contest,  entitled,  “I  Am 
What  I  Learn”  to  electronically  register 
basic  information  in  an  online  form  via 
http://www.ed.gov  in  order  to  enter  the 
contest.  The  information  would  include 
full  name,  date  of  birth,  phone  number, 
e-mail  address,  currently  enrolled 
school  year,  name  of  school  and  city 
and  State  for  each  student  entering  the 
contest.  Approval  is  requested  on  an 
emergency  basis  by  September  4,  2009. 
Approval  is  needed  by  September  4, 

2009  in  order  for  the  Department  to 
prepare,  organize  and  adequately 
publicize  the  contest  prior  to  President 
Obama’s  Back-To-School  address  on 
September  8,  2009.  The  video  contest  is 
a  critical  component  in  engaging 
student  involvement  in  the  White  House 
and  Department’s  collaborative  effort  to 
highlight  the  beginning  of  the  2009- 

2010  school  year. 

Additional  Information:  The 

Department’s  Back-To-School  video 
contest  was  an  idea  endorsed  by  the 
White  House  Communications, 

Domestic  Policy  Council  and  New 
Media  departments  in  pursuing  student 
involvement.  The  purpose  of  the 
Department’s  “I  Am  What  I  Learn” 
video  contest  is  to  engage  students  by 
encouraging  them  to  publicly  state, 
through  visual  media,  why  education  is 
important,  and  how  their  education  will 
help  them  achieve  their  dreams.  On 
Monday,  August  24,  2009,  the  video 
contest  was  mentioned  in  a  letter  from 
Secretary  Duncan  to  principals  across 
the  country. 

Requests  for  copies  of  the  information 
collection  submission  for  OMB  review 
may  be  accessed  from  http:// 
edicsweb.ed.gov,  by  selecting  the 
“Browse  Pending  Collections”  link  and 
by  clicking  on  link  number  4116.  When 
you  access  the  information  collection, 


click  on  “Download  Attachments  ”  to 
view.  Written  requests  for  information 
should  be  addressed  to  U.S.  Department 
of  Education,  400  Maryland  Avenue, 
SW.,  LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  the  Internet  address 
ICDocketMgr@ed.gov  or  faxed  to  202- 
401-0920.  Please  specify  the  complete 
title  of  the  information  collection  when 
making  your  request. 

Comments  regarding  burden  and/or 
the  collection  activity  requirements 
should  be  electronically  mailed  to 
ICDocketMgr@ed.gov.  Individuals  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at  1- 
800-877-8339. 

[FR  Doc.  E 9— 20700  Filed  8-26-09;  8:45  am] 

BILLING  CODE  P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 
SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 
Regulatory  Information  Management 
Services,  Office  of  Management,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  October 
26,  2009. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Office  of  Management  and 
Budget  (OMB)  provide  interested 
Federal  agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  OMB  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency’s  ability  to  perform  its 
statutory  obligations.  The  Director, 
Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  publishes  that  notice 
containing  proposed  information 
collection  requests  prior  to  submission 
of  these  requests  to  OMB.  Each 
proposed  information  collection, 
grouped  by  office,  contains  the 
following:  (1)  Type  of  review  requested, 
e.g.  new,  revision,  extension,  existing  or 
reinstatement;  (2)  Title;  (3)  Summary  of 
the  collection;  (4)  Description  of  the 
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need  for,  and  proposed  use  of,  the 
information;  (5)  Respondents  and 
frequency  of  collection;  and  (6) 

Reporting  and/or  Recordkeeping 
burden.  OMB  invites  public  comment. 

The  Department  of  Education  is 
especially  interested  in  public  comment 
addressing  the  following  issues:  (1)  Is 
this  collection  necessary  to  the  proper 
functions  of  the  Department;  (2)  will 
this  information  be  processed  and  used 
in  a  timely  manner;  (3)  is  the  estimate 
of  burden  accurate;  (4)  how  might  the 
Department  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (5)  how  might  the 
Department  minimize  the  burden  of  this 
collection  on  the  respondents,  including 
through  the  use  of  information 
technology. 

Dated:  August  24,  2009. 

Angela  Arrington, 

Director,  Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Federal  Student  Aid 

Type  of  Review:  New. 

Title:  Student  Assistance  General 
Provisions — Financial  Assistance  for 
Students  with  Intellectual  Disabilities. 

Frequency:  On  Occasion. 

Affected  Public:  Not  for  profit 
institutions;  Private  Sector. 

Reporting  and  Recordkeeping  Hour 
Burden: 

Responses:  400. 

Burden  Hours:  834. 

Abstract:  This  new  regulation  allow 
students  with  intellectual  disabilities 
who  enroll  in  an  eligible  comprehensive 
transition  and  postsecondary  program, 
to  receive  Title  IV,  HEA  program 
assistance  under  the  Federal  Pell  Grant, 
Federal  Supplemental  Educational 
Opportunity  Grant  (FSEOG),  and 
Federal  Work  Study  (FWS)  programs. 

Requests  for  copies  of  the  proposed 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov, 
by  selecting  the  “Browse  Pending 
Collections”  link  and  by  clicking  on 
link  number  4078.  When  you  access  the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or  faxed 
to  202-401-0920.  Please  specify  the 
complete  title  of  the  information 
collection  when  making  your  request. 

Comments  regarding  burden  and/or 
the  collection  activity  requirements 
should  be  electronically  mailed  to 
ICDocketMgr@ed.gov.  Individuals  who 


use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at  1- 
800-877-8339. 

[FR  Doc.  E9-20718  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4000-01-P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education 
SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 

Regulatory  Information  Management 
Services,  Office  of  Management,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  October 
26,  2009. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Office  of  Management  and 
Budget  (OMB)  provide  interested 
Federal  agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  OMB  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  of  substantially  interfere 
with  any  agency’s  ability  to  perform  its 
statutory  obligations.  The  Director, 
Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  publishes  that  notice 
containing  proposed  information 
collection  requests  prior  to  submission 
of  these  requests  to  OMB.  Each 
proposed  information  collection, 
grouped  by  office,  contains  the 
following:  (1)  Type  of  review  requested, 
e.g.  new,  revision,  extension,  existing  or 
reinstatement;  (2)  Title;  (3)  Summary  of 
the  collection;  (4)  Description  of  the 
need  for,  and  proposed  use  of,  the 
information;  (5)  Respondents  and 
frequency  of  collection;  and  (6) 
Reporting  and/or  recordkeeping  burden. 
OMB  invites  public  comment. 

The  Department  of  Education  is 
especially  interested  in  public  comment 
addressing  the  following  issues:  (1)  Is 
this  collection  necessary  to  the  proper 
functions  of  the  Department;  (2)  will 
this  information  be  processed  and  used 
in  a  timely  manner;  (3)  is  the  estimate 
of  burden  accurate;  (4)  how  might  the 
Department  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 


collected;  and  (5)  how  might  the 
Department  minimize  the  burden  of  this 
collection  on  the  respondents,  including 
through  the  use  of  information 
technology. 

Dated:  August  24,  2009. 

Angela  Arrington, 

Director,  Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Federal  Student  Aid 

Type  of  Review:  New. 

Title:  Federal  Family  Education  Loan 
(FFEL)  Program  Income  Based 
Repayment  (IBR)  Plan  Request  and 
Alternative  Documentation  of  Income. 
Frequency:  On  occasion. 

Affected  Public:  Individuals  or 
households;  not  for  profit  institutions; 
private  sector. 

Reporting  and  Recordkeeping  Hour 
Burden: 

Responses:  1,692,869. 

Burden  Hours:  558,647. 

Abstract:  The  IBR  Plan  Request  form 
serves  as  the  means  by  which  a 
borrower  with  FFEL  Program  loans 
requests  to  repay  those  loans  under  the 
IBR  Plan  and  provides  certain 
information  that  is  needed  by  the 
borrower’s  loan  holder  to  determine 
whether  the  borrower  is  eligible  to  repay 
under  the  IBR  Plan  and  to  calculate  the 
borrower’s  monthly  payment  amount 
under  the  IBR  Plan.  The  IBR  Plan 
Alternative  Documentation  of  Income 
form  serves  as  the  means  by  which  a 
borrower  who  is  repaying  FFEL  Program 
loans  under  the  IBR  provides  the 
borrower’s  loan  holder  with  alternative 
documentation  of  the  borrower’s  income 
if  the  borrower’s  adjusted  gross  income 
(AGI)  is  not  available  from  the  IRS,  or 
if  the  loan  holder  believes  that  the 
borrower’s  most  recently  reported  AGI 
does  not  accurately  reflect  the 
borrower’s  current  income.  Under  the 
FFEL  Program  regulations,  a  borrower’s 
ACI  is  used  to  calculate  the  monthly 
loan  payment  amount  under  the  IBR 
Plan. 

Requests  for  copies  of  the  proposed 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov, 
by  selecting  the  “Browse  Pending 
Collections”  link  and  by  clicking  on 
link  number  4115.  When  you  access  the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or  faxed 
to  202-401-0920.  Please  specify  the 
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complete  title  of  the  information 
collection  when  making  your  request. 

Comments  regarding  burden  and/or 
the  collection  activity  requirements 
should  be  electronically  mailed  to- 
lCDocketMgr@ed.gov.  Individuals  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at 
1-800-877-8339. 

[FR  Doc.  E9-20714  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4000-01 -P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 
SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 

Regulatory  Information  Management 
Services,  Office  of  Management,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  October 
26,  2009. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  af  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Office  of  Management  and 
Budget  (OMB)  provide  interested 
Federal  agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  OMB  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency’s  ability  to  perform  its 
statutory  obligations.  The  Director, 
Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  publishes  that  notice 
containing  proposed  information 
collection  requests  prior  to  submission 
of  these  requests  to  OMB.  Each 
proposed  information  collection, 
gVouped  by  office,  contains  the 
following:  (1)  Type  of  review  requested, 
e.g.  new,  revision,  extension,  existing  or 
reinstatement;  (2)  Title;  (3)  Summary  of 
the  collection;  (4)  Description  of  the 
need  for,  and  proposed  use  of,  the 
information;  (5)  Respondents  and 
frequency  of  collection;  and  (6) 
Reporting  and/or  Recordkeeping 
burden.  OMB  invites  public  comment. 

The  Department  of  Education  is 
especially  interested  in  public  comment 
addressing  the  following  issues:  (1)  Is 
this  collection  necessary  to  the  proper 


functions  of  the  Department;  (2)  will 
this  information  be  processed  and  used 
in  a  timely  manner;  (3)  is  the  estimate 
of  burden  accurate;  (4)  how  might  the 
Department  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (5)  how  might  the 
Department  minimize  the  burden  of  this 
collection  on  the  respondents,  including 
through  the  use  of  information 
technology. 

Dated:  August  24,  2009. 

Angela  Arrington, 

Director,  Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Federal  Student  Aid 

Type  of  Review:  New. 

Title:  Federal  Pell  Grant  Program — 
Maximum  Pell  Grant  to  Children  of 
Soldiers. 

Frequency:  On  Occasion. 

Affected  Public:  Individuals  or 
Households;  Not  for  profit  institutions; 
Private  Sector. 

Reporting  and  Recordkeeping  Hour 
Burden: 

Responses:  140. 

Burden  Hours:  48. 

Abstract:  The  proposed  regulations 
establish  that  a  student  whose  parent  or 
guardian  was  a  member  of  the  Armed 
Forces  and  died  as  a  result  of 
performing  military  service  in  Iraq  or 
Afghanistan  after  September  11,  2001, 
would  receive  a  zero  Expected  Family 
Contribution  (EFC)  for  purposes  of  a 
Federal  Pell  Grant  award. 

Requests  for  copies  of  the  proposed  „ 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov, 
by  selecting  the  “Browse  Pending 
Collections”  link  and  by  clicking  on 
link  number  4080.  When  you  access  the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or  faxed 
to  202-401-0920.  Please  specify  the 
complete  title  of  the  information 
collection  when  making  your  request. 

Comments  regarding  burden  and/or 
the  collection  activity  requirements 
should  be  electronically  mailed  to 
lCDocketMgr@ed.gov.  Individuals  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at  1- 
800-877-8339. 

[FR  Doc.  E9-20720  Filed  8-26-09;  8:45  am) 

BILLING  CODE  4000-01-P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 

SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 

Regulatory  Information  Management 
Services,  Office  of  Management,  invites 
comments  on  the  proposed  information 
collection  requests  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  October 
26,  2009. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Office  of  Management  and 
Budget  (OMB)  provide  interested 
Federal  agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  OMB  may  amend  or 
waive  the  requirement  for  public 
consultation  to  the  extent  that  public 
participation  in  the  approval  process 
would  defeat  the  purpose  of  the 
information  collection,  violate  State  or 
Federal  law,  or  substantially  interfere 
with  any  agency’s  ability  to  perform  its 
statutory  obligations.  The  Director, 
Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  publishes  that  notice 
containing  proposed  information 
collection  requests  prior  to  submission 
of  these  requests  to  OMB.  Each 
proposed  information  collection, 
grouped  by  office,  contains  the 
following:  (1)  Type  of  review  requested, 
e.g.  new,  revision,  extension,  existing  or 
reinstatement;  (2)  Title;  (3)  Summary  of 
the  collection;  (4)  Description  of  the 
need  for,  and  proposed  use  of,  the 
information;  (5)  Respondents  and 
frequency  of  collection;  and  (6) 

Reporting  and/or  recordkeeping  burden. 
OMB  invites  public  comment. 

The  Department  of  Education  is 
especially  interested  in  public  comment 
addressing  the  following  issues:  (1)  Is 
this  collection  necessary  to  the  proper 
functions  of  the  Department;  (2)  will 
this  information  be  processed  and  used 
in  a  timely  manner;  (3)  is  the  estimate 
of  burden  accurate;  (4)  how  might  the 
Department  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (5)  how  might  the 
Department  minimize  the  burden  of  this 
collection  on  the  respondents,  including 
through  the  use  of  information 
technology. 
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Dated:  August  24,  2009. 

Angela  Arrington, 

Director,  Information  Collection'Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Federal  Student  Aid 

Type  of  Review:  New. 

Title:  Federal  Pell  Grant  Program- 
Two  Scheduled  Pell  Grants  in  an  Award 
Year. 

Frequency:  On  Occasion;  Annually. 
Affected  Public:  Not  for  profit 
institutions;  Private  Sector,  State,  Local 
or  Tribal  Government. 

Reporting  and  Recordkeeping  Hour 
Burden: 

Responses:  847,000. 

Burden  Hours:  109,605. 

Abstract:  As  provided  by  the  Higher 
Education  Opportunity  Act,  the 
proposed  regulations  would  establish 
that  a  student  would  be  eligible  for  a 
second  Scheduled  Award  of  a  Pell  Grant 
in  a  single  award  year  if  the  student 
earned  in  the  award  year  at  least  the 
credit  hours  or  clock  hours  of  the  first 
academic  year  of  the  student’s  eligible 
program,  and  the  student  is  enrolled  on 
at  least  a  half-time  basis  (see  section 
401(h)(5)(A)  of  the  HEA). 

Requests  for  copies  of  the  proposed 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov, 
by  selecting  the  “Browse  Pending 
Collections”  link  and  by  clicking  on 
link  number  4079.  When  you  access'the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or  faxed 
•  to  202-401-0920.  Please  specify  the 
complete  title  of  the  information 
collection  when  making  your  request. 

Comments  regarding  burden  and/or 
the  collection  activity  requirements 
should  be  electronically  mailed  to 
ICDocketMgr@ed.gov.  Individuals  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at 
1-800— 877— 8339. 

[FR  Doc.  E 9— 20723  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4000-01-P 


DEPARTMENT  OF  ENERGY 

[OE  Docket  No.  EA-295-A] 

Application  To  Export  Electric  Energy; 
Merrill  Lynch  Commodities,  Inc. 

AGENCY:  Office  of  Electricity  Delivery 
and  Energy  Reliability,  DOE. 


ACTION:  Notice  of  application. 


SUMMARY:  Merrill  Lynch  Commodities, 
Inc.  (MLCI)  has  applied  to  renew  its 
authority  to  transmit  electric  energy 
from  the  United  States  to  Canada 
pursuant  to  section  202(e)  of  the  Federal 
Power  Act. 

DATES:  Comments,  protests,  or  requests 
to  intervene  must  be  submitted  on  or 
before  September  28,  2009. 

ADDRESSES:  Comments,  protests  or 
requests  to  intervene  should  be 
addressed  as  follows:  Office  of 
Electricity  Delivery  and  Energy 
Reliability,  Mail  Code:  OE-20,  U.S. 
Department  of  Energy,  1000 
Independence  Avenue,  SW., 

Washington,  DC  20585-0350  (FAX  202- 
586-8008). 

FOR  FURTHER  INFORMATION  CONTACT: 

Ellen  Russell  (Program  Office)  202-586- 
9624  or  Michael  Skinker  (Program 
Attorney)  202-586-2793, 

SUPPLEMENTARY  INFORMATION:  Exports  of 
electricity  from  the  United  States  to  a 
foreign  country  are  regulated  and 
require  authorization  under  section 
202(e)  of  the  Federal  Power  Act  (FPA) 
(16  U.S.C.  824a(e)). 

On  October  26,  2004,  the  Department 
of  Energy  (DOE)  issued  Order  No.  EA- 
295  authorizing  MLCI  to  transmit 
electric  energy  from  the  United  States  to 
Canada  as  a  power  marketer  using 
international  transmission  facilities 
located  at  the  United  States  border  with 
Canada.  That.  Order  will  expire  on 
October  26,  2009.  On  August  17,  2009, 
MLCI  filed  an  application  with  DOE  to 
renew  the  export  authority  contained  in 
Order  No.  EA-295  for  an  additional 
five-year  term. 

The  electric  energy  which  MLCI 
proposes  to  export  to  Canada  would  be 
surplus  energy  purchased  from  electric 
utilities,  Federal  power  marketing 
agencies,  and  other  entities  within  the 
United  States.  The  construction,, 
operation,  maintenance,  and  connection 
of  each  of  the  international  transmission 
facilities  to  be  utilized  by  MLCI  has 
previously  been  authorized  by 
Presidential  permits  issued  pursuant  to 
Executive  Order  10485,  as  amended. 

Procedural  Matters:  Any  person 
desiring  to  become  a  party  to  these 
proceedings  or  to  be  heard  by  filing 
comments  or  protests  to  this  application 
should  file  a  petition  to  intervene, 
comment,  or  protest  at  the  address 
provided  above  in  accordance  with 
§§  385.211  or  385.214  of  the  Federal 
Energy  Regulatory  Commission’s  Rules 
of  Practice  and  Procedures  (18  CFR 
385.211,385.214).  _  , 


Fifteen  copies  of  each  petition  and 
protest  should  be  filed  with  DOE  on  or 
before  the  date  listed  above. 

Comments  on  the  MLCI  application  to 
export  electric  energy  to  Canada  should 
be  clearly  marked  with  Docket  No.  EA- 
295-A.  Additional  copies  are  to  be  filed 
directly  with  Merida  de  la  Pena,  Vice 
President,  Commodities  Counsel, 

Merrill  Lynch  Commodities,  Inc.,  20  E. 
Greenway  Plaza,  Suite  700,  Houston, 
Texas,  77046.  A  final  decision  will  be 
made  on  this  application  after  the 
environmental  impacts  have  been 
evaluated  pursuant  to  the  National 
Environmental  Policy  Act  of  1969,  and 
a  determination  is  made  by  DOE  that  the 
proposed  action  will  not  adversely 
impact  on  the  reliability  of  the  U.S. 
electric  power  supply  system. 

Copies  of  this  application  will  be 
made  available,  upon  request,  for  public 
inspection  and  copying  at  the  address 
provided  above,  by  accessing  the 
program  Web  site  at  http:// 
www.oe.energy.gov/ 
permits _pending.htm,  or  by  e-mailing 
Odessa  Hopkins  at 
Odessa.Hopkins@hq.doe.gov. 

Issued  in  Washington,  DC,  on  August  21, 
2009. 

Anthony  J.  Como, 

Director,  Permitting  and  Siting,  Office  of 
Electricity  Delivery  and  Energy  Reliability. 

[FR  Doc.  E9-20722  Filed  8-26-4)9;  8:45  am] 

BILLING  CODE  6450-01 -P 


DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Idaho 
National  Laboratory 

AGENCY:  Department  of  Energy. 

ACTION:  Notice  of  Open  Meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  (EM  SSAB),  Idaho  National 
Laboratory.  The  Federal  Advisory 
Committee  Act  (Pub.  L.  92-463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Thursday,  September  10,  2009.  8 
a.m.-5  p.m. 

Opportunities  for  public  participation 
will  be  held  on  Thursday,  September  . 
10,  2009,  from  1:30  p.m.  to  1:45  p.m. 
and  from  3:30  p.m.  to  3:45  p.m. 

These  times  are  subject  to  change; 
please  contact  the  Federal  Coordinator 
(below)  for  confirmation  of  times  prior 
to  the  meeting. 

ADDRESSES:  Hilton  Garden  Inn,  700 
Lindsay  Boulevard,  Idaho  Falls,  Idaho 
83402. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Robert  L.  Pence,  Federal  Coordinator, 
Department  of  Energy,  Idaho  Operations 
Office,  1955  Fremont  Avenue,  MS- 
1203,  Idaho  Falls,  ID  83415.  Phone  (208) 
526-6518;  Fax  (208)  526-8789  or  e-mail: 
pencerl@id.doe.gov  or  visit  the  Board’s 
Internet  home  page  at:  http:// 
www.inlemcab.org. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Board:  The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE  in  the  areas  of  environmental 
restoration,  waste  management,  and 
related  activities. 

Tentative  Topics  (agenda  topics  may 
change  up  to  the  day  of  the  meeting; 
please  contact  Robert  L.  Pence  for  the 
most  current  agenda): 

•  Progress  to  Cleanup. 

•  Update  on  Operable  Unit  10-08 
Site-Wide  Groundwater  Record  of 
Decision  (ROD). 

•  Update  TSF-07  Disposal  Pond 
Work  Plan. 

•  TRA-632  Hot  Cell  Engineering  and 
Evaluation  and  Cost  Analysis. 

•  EBR-II  Engineering  and  Evaluation 
and  Cost  Analysis. 

•  Update  on  Calcine  ROD. 

Public  Participation:  The  EM  SSAB, 
Idaho  National  Laboratory,  welcomes 
the  attendance  of  the  public  at  its 
advisory  committee  meetings  and  will 
make  every  effort  to  accommodate 
persons  with  physical  disabilities  or 
special  needs.  If  you  require  special 
accommodations  due  to  a  disability,  ‘ 
please  contact  Robert  L.  Pence  at  least 
seven  days  in  advance  of  the  meeting  at 
the  phone  number  listed  above.  Written 
statements  may  be  filed  with  the  Board 
either  before  or  after  the  meeting. 
Individuals  who  wish  to  make  oral 
presentations  pertaining  to  agenda  items 
should  contact  Robert  L.  Pence  at  the 
address  or  telephone  number  listed 
above.  The  request  must  be  received  five 
days  prior  to  the  meeting  and  reasonable 
provision  will  be  made  to  include  the 
presentation  in  the  agenda.  The  Deputy 
Designated  Federal  Officer  is 
empowered  to  conduct  the  meeting  in  a 
fashion  that  will  facilitate  the  orderly 
conduct  of  business.  Individuals 
wishing  to  make  public  comment  will 
be  provided  a  maximum  of  five  minutes 
to  present  their  comments.  This  notice 
is  being  published  less  than  15  days 
prior  to  the  meeting  date  due  to 
programmatic  issues  that  had  to  be 
resolved  prior  to  the  meeting  date. 

Minutes:  Minutes  will  be  available  by 
writing  or  calling  Robert  L.  Pence, 
Federal  Coordinator,  at  the  address  and 
phone  number  listed  above.  Minutes 
will  also  be  available  at  the  following 
Web  site:  http://www.inlemcab.org/ 
meetings.html. 


Issued  at  Washington,  DC,  on  August  24, 
2009. 

Rachel  Samuel, 

Deputy  Committee  Management  Officer. 

[FR  Doc.  E9— 20725  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6450-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  2232-576] 

Duke  Energy  Carolinas,  LLC;  Notice  of 
Application  for  Amendment  of  License 
and  Soliciting  Comments,  Motions  To 
Intervene,  and  Protests 

August  20,  2009. 

Take  notice  that  the  following 
application  has  been  filed  with  the 
Commission  and  is  available  for  public 
inspection: 

a.  Application  Type:  Non-Project  Use 
of  Project  Lands  and  Waters. 

b.  Project  No.:  2232-576. 

c.  Date  Filed:  August  14,  2009. 

d.  Applicant:  Duke  Energy  Carolinas. 

e.  Name  of  Project:  Catawba- Wat eree 
Project. 

f.  Location:  The  project  is  located  on 
Lake  Norman  in  Mecklenburg  County, 
North  Carolina.  The  project  does  not 
occupy  Federal  lands. 

g.  Filed  Pursuant  to:  Federal  Power 
Act,  16  U.S.C.  791(a) — 825(r). 

h.  Applicant  Contact:  Mr.  Kelvin  K. 
Reagan,  Duke  Energy  Carolinas,  Senior 
Lake  Services  Representative,  P.O.  Box 
1006,  Charlotte,  NC  28201-1006,  (704) 
382-9386. 

i.  FERC  Contact:  Rebecca  Martin  at 
202-502-6012,  or  e-mail 
rebecca.martin@ferc.gov. 

j.  Deadline  for  Filing  Comments  and/ 
or  Motions:  September  21,  2009. 

All'documents  (original  and  eight 
copies)  should  be  filed  with:  The 
Secretary,  Federal  Energy  Regulatory 
Commission,  888  First  Street,  NE., 
Washington,  DC  20426.  Please  include 
the  project  number  (P-2232-576)  on  any 
comments  or  motions  filed. 

The  Commission’s  Rules  of  Practice 
and  Procedure  require  all  intervenors 
filing  documents  with  the  Commission 
to  serve  a  copy  of  that  document  on 
each  person  whose  name  appears  on  the 
official  service  list  for  the  project. 
Further,  if  an  intervenor  files  comments 
or  documents  with  the  Commission 
relating  to  the  merits  of  an  issue  that 
may  affect  the  responsibilities  of  a 
particular  resource  agency,  they  must 
also  serve  a  copy  of  the  document  on 
that  resource  agency.  A  copy  of  any 
motion  to  intervene  must  also  be  served 
upon  each  representative  of  the 


Applicant  specified  in  the  particular 
application. 

k.  Description  of  Application:  The 
licensee  requests  Commission  approval 
to  lease  0.59  acre  of  land  within  the 
project  boundary  to  Mecklenburg 
County.  Under  the  lease,  the  county 
would  be  permitted  to  reconfigure  an 
existing  cluster  dock  at  Blythe  Landing. 
The  proposal  is  to  increase  the  dock’s 
capacity  from  7  boat  slips  to  12  boat 
slips  and  6  personal  water  craft  slips. 

l.  Location  of  Application:  A  copy  of 
the  application  is  available  for 
inspection  and  reproduction  at  the 
Commission’s  Public  Reference  Room, 
located  at  888  First  Street,  NE.,  Room 
2A,  Washington,  DC  20426,  or  by  calling 
(202)  502-8371.  This  filing  may  also  be 
viewed  on  the  Commission’s  Web  site  at 
http://www.ferc.gov  using  the 
“eLibrary”  link.  Enter  the  docket 
number  excluding  the  last  three  digits  in 
the  docket  number  field  to  access  the 
document.  You  may  also  register  online 
at  h  ttp:// www.ferc.gov/docs-filing/ 
esubscription.asp  to  be  notified  via  e- 
mail  of  new  filings  and  issuances 
related  to  this  or  other  pending  projects. 
For  assistance,  call  1-866-208-3372,  or 
e-mail  FERCOnlineSupport@ferc.gov, 
for  TTY,  call  (202)  502-8659.  A  copy  is 
also  available  for  inspection  and 
reproduction  at  the  address  in  item  (h) 
above. 

m.  Individuals  desiring  to  be  included 
on  the  Commission’s  mailing  list  should 
so  indicate  by  writing  to  the  Secretary 
of  the  Commission. 

n.  Comments,  Protests,  or  Motions  to 
Intervene:  Anyone  may  submit 
comments,  a  protest,  or  a  motion  to 
intervene  in  accordance  with  the 
requirements  of  Rules  of  Practice  and 
Procedure,  18  CFR  385.210,  .211,  .214. 
In  determining  the  appropriate  action  to 
take,  the  Commission  will  consider  all 
protests  or  other  comments  filed,  but 
only  those  who  file  a  motion  to 
intervene  in  accordance  with  the 
Commission’s  Rules  may  become  a 
party  to  the  proceeding.  Any  comments, 
protests,  or  motions  to  intervene  must 
be  received  on  or  before  the  specified 
comment  date  for  the  particular 
application. 

o.  Any  filings  must  bear  in  all  capital 
letters  the  title  “COMMENTS”, 
“PROTEST”,  OR  “MOTION  TO 
INTERVENE”,  as  applicable,  and  the 
Project  Number  of  the  particular 
application  to  which  the  filing  refers.  A 
copy  of  any  motion  to  intervene  must 
also  be  served  upon  each  representative 
of  the  Applicant  specified  in  the 
particular  application. 

p.  Agency  Comments:  Federal,  State, 
and  local  agencies  are  invited  to  file 
comments  on  the  described  application. 
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A  copy  of  the  application  may  be 
obtained  by  agencies  directly  from  the 
Applicant.  If  an  agency  does  not  file 
comments  within  the  time  specified  for 
filing  comments,  it  will  be  presumed  to 
have  no  comments.  One  copy  of  an 
agency’s  comments  must  also  be  sent  to 
the  Applicant’s  representatives. 

q.  Comments,- protests  and 
interventions  may  be  filed  electronically 
via  the  Internet  in  lieu  of  paper.  See,  18 
CFR  385.2001(a)(l)(iii)  and  the 
instructions  on  the  Commission’s  Web 
site  at  http://www.ferc.gov  under  the  “e- 
Filing”  link. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E 9-20648  Filed  8-26-09;  8:45  am] 

BILLING  CODE  671 7-01 -P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  13225-000;  Project  No.  13440- 
000] 

KW  Sackheim  Development;  Bradley 
D.  Reeves;  Notice  of  Competing 
Preliminary  Permit  Applications 
Accepted  for  Filing  and  Soliciting 
Comment,  Motions  To  Intervene,  and 
Competing  Applications 

August  20,  2009. 

KW  Sackheim  Development 
(Sackheim)  and  Bradley  D.  Reeves 
(Reeves)  filed  preliminary  permit 
applications,  pursuant  to  section  4(f)  of 
the  Federal  Power  Act,  proposing  to 
study  the  feasibility  of  the  Lake  Valley 
Canal  Project,  to  be  located  between  the 
North  Fork  of  the  North  Fork  American 
River  and  Drum  canal  in  Placer  County, 
California.  The  same  project  is  referred 
to  as  the  Parshall  Canal  Project  in  the 
Reeves  application.  The  Sackheim 
application  also  proposes  to  study  the 
feasibility  of  two  additional  sites:  (1) 
The  Bear-Halsey  drop  on  Bear  Creek 
canal  to  the  Halsey  forebay  in  Placer 
County,  California;  and  (2)  the  Wise- 
Rock  drop  on  the  Wise  canal  to  Rock 
Creek  reservoir  in  Placer  County, 
California.  All  three  of  the  above  sites 
are  non-generating  features  of  the 
Pacific  Gas  and  Electric  Company’s 
(PG&E)  Drum  Spaulding  Project  No. 
2310.  The  Sackheim  application  was 
filed  on  May  12,  2008,  and  the  Reeves 
application  was  filed  on  April  28,  2009. 
The  sole  purpose  of  a  preliminary 
permit,  if  issued,  is  to  grant  the  permit 
holder  priority  to  file  a  license 
application  during  the  permit  term.  A 
preliminary  permit  does  not  authorize 
the  permit  holder  to  perform  any  land 


disturbing  activities  or  otherwise  enter 
upon  lands  or  waters  owned  by  others 
without  the  owners’  express  permission. 

The  Lake  Valley  Canal  Project 
proposed  by  Sackheim  would  consist  of: 
(1)  The  existing  8,400-foot-long  Lake 
Valley  canal  between  the  North  Fork  of 
the  North  Fork  American  River  and 
Drum  canal;  (2)  an  existing  30-inch- 
diameter,  210-foot-long  pipeline  serving 
as  a  penstock;  (3)  a  new  powerhouse 
containing  a  single  Pelton  type  turbine 
generator  rated  at  1,300  kilowatts;  (4) 
approximately  800  feet  of  new  three- 
phase  power  line  following  an  existing 
PG&E  road  and  an  upgrade  of  1,600  feet 
of  existing  transmission  line  from 
single-phase  to  3-phase.  The  proposed 
Lake  Valley  Canal  Project  would  have 
an  average  annual  generation  of  4 
gigawatt-hours. 

The  Parshall  Canal  Project  proposed 
by  Reeves  would  consist  of:  (1)  The 
existing  8,400-foot-long  canal  between 
the  North  Fork  of  the  North  Fork  of  the 
American  River  and  Drum  canal;  (2)  an 
existing  2,100  feet  long,  30-inch- 
diameter  pipeline  serving  as  a  penstock; 
(3)  a  proposed  new  powerhouse  with  a 
single  Pelton  type  generator  rated  at 
1,050  kilowatts;  (4)  approximately  800 
feet  of  three-phase  transmission  line 
following  an  existing  PG&E  road  along 
the  Drum  canal  and  an  upgrade  of  1,600 
feet  of  single-phase  line  to  three-phase 
line.  The  proposed  Parshall  Canal 
Project  would  have  an  average  annual 
generation  of  4  gigawatt-hours. 

The  following  two  developments  are 
only  proposed  by  Sackheim: 

The  Bear  River  Canal-Halsey  Drop 
development  would  consist  of:  (1)  The 
30-foot  drop  at  the  end  of  the  Bear  River 
canal  and  dropping  down  to  the  Halsey 
forebay;  (2)  a  new  powerhouse 
enclosing  a  propeller  or  bulb  type 
turbine  generator  rated  at  800  kilowatts, 
located  at  the  terminus  of  the  Bear  River 
canal  discharge  to  the  Halsey  forebay; 
and  (3)  approximately  200  feet  of  new 
three-phase  power  line  and  the  upgrade 
of  approximately  1,400  feet  of  single¬ 
phase  line  to  three-phase  line. 

The  Wise  Canal-Rock  Creek  reservoir 
development  would  consist  of:  (1)  The 
existing  Wise  canal  from  the  Rock  Creek 
diversion  to  Rock  Creek  reservoir;  (2)  a 
new  powerhouse  containing  a  bulb  type 
or  propeller  turbine  generator  rated  at 
900  kilowatts;  (3)  a  12-kva  transformer 
and  ancillary  equipment;  and  (4)  a  new 
700-foot-long,  12-kilovolt  transmission 
line. 

Applicants  Contact:  For  Sackheim: 
Kelley  W.  Sackheim,  5096  Cocoa  Palm 
Way,  Fair  Oaks,  CA  95628,  916-962- 
2271.  For  Reeves:  Bradley  D.  Reeves, 
P.O.  Box  4313,  Auburn,  CA  95604,  530- 
367-4156. 


FERC  Contact:  Joseph  Hassell,  (202) 
502-8079. 

Deadline  for  filing  comments,  motions 
to  intervene,  competing  applications 
(without  notices  of  intent),  or  notices  of 
intent  to  file  competing  applications:  60 
days  from  the  issuance  of  this  notice. 
Comments,  motions  to  intervene, 
notices  of  intent,  and  competing 
applications  may  be  filed  electronically 
via  the  Internet.  See  18  CFR 
385.2001  (a)(l)(iii)  and  the  instructions 
on  the  Commission’s  Web  site  under  the 
“eFiling”  link.  If  unable  to  be  filed 
electronically,  documents  may  be  paper- 
filed.  To  paper-file,  an  original  and  eight 
copies  should  be  mailed  to:  Kimberly  D. 
Bose,  Secretary,  Federal  Energy 
Regulatory  Commission,  888  First 
Street,  NE.,  Washington,  DC  20426.  For 
more  information  on  how  to  submit 
these  types  of  filings  please  go  to  the 
Commission’s  Web  site  located  at 
h  ttp :/ lwww.ferc.gov/filing- 
comments.asp.  More  information  about 
this  project,  including  a  copy  of  the 
application,  can  be  viewed  or  printed  on 
the  “eLibrary”  link  of  the  Commission’s 
Web  site  at  http://www.ferc.gov/docs- 
filing/elibrary.asp.  Enter  the  docket 
number  (P-13225  or  P-13440)  in  the 
docket  number  field  to  access  the 
document.  For  assistance,  call  toll-free 
1-866-208-3372. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E9— 20644  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  12714-001] 

H20  Providers,  L.L.C.;  Notice  of  Intent 
To  File  License  Application,  Filing  of 
Pre-Application  Document,  and 
Approving  Use  of  the  Traditional 
Licensing  Process 

August  20,  2009. 

a.  Type  of  Filing:  Notice  of  Intent  to 
File  License  Application  and  Request  to 
Use  the  Traditional  Licensing  Process. 

b.  Project  No.:  12714-001 

c.  Dated  Filed:  July  17,  2009 

d.  Submitted  by:  H20  Providers, 

L.L.C. 

e.  Name  of  Project:  South  Slope 
Pumped  Storage  Project 

f.  Location:  On  Brush  Hollow  Creek  of 
the  Arkansas  River  near  Penrose  in 
Fremont  County,  Colorado.  The  final 
transmission  line  corridor  is  still  under 
evaluation,  but  portions  may  occupy 
federal  lands  administered  by  the  U.S. 
Department  of  the  Army. 
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g.  Filed  Pursuant  to:  Federal  Power 
Act,  16  U.S.C.  808(b)(1)  and  18  CFR  5.5 
of  the  Commission’s  regulations. 

h.  Potential  Applicant  Contact:  Mark 
Morley,  H20  Providers,  L.L.C.,  20 
Boulder  Crescent,  Second  Floor, 
Colorado  Springs,  CO  80903;  or  e-mail 
at  KerryP@morleydevelopment.com. 

i.  FERC  Contact:  Patti  Leppert  at  (202) 
502-6034;  or  e-mail  at 
patricia.leppert@ferc.gov. 

j.  H20  Providers,  L.L.C.  reduced  the 
scope  of  its  original  project,  formally 
referred  to  as  the  Phantom  Canyon 
Pumped  Storage  Project,  to  eliminate 
potential  project-related  environmental 
impacts.  On  July  17,  2009,  H20 
Providers,  L.L.C.  filed  its  request  to  use 
the  Traditional  Licensing  Process  and 
provided  public  notice  of  its  request.  In 
a  letter  dated  August  18,  2009,  the 
Director,  Division  of  Hydropower 
Licensing,  approved  H20  Providers, 
L.L.C.’s  request  to  use  the  Traditional 
Licensing  Process. 

k.  With  this  notice,  we  are  initiating 
informal  consultation  with:  (a)  The  U.S. 
Fish  and  Wildlife  Service  and  NOAA 
Fisheries  under  section  7  of  the 
Endangered  Species  Act  and  the  joint 
agency  regulations  thereunder  at  50 
CFR,  Part  402;  (b)  NOAA  Fisheries 
under  section  305(b)  of  the  Magnuson- 
Stevens  Fishery  Conservation  and 
Management  Act  and  implementing 
regulations  at  50  CFR  600.920;  and  (c) 
the  Colorado  State  Historic  Preservation 
Officer,  as  required  by  section  106  of  the 
National  Historic  Preservation  Act,  and 
the  implementing  regulations  of  the 
Advisory  Council  on  Historic 
Preservation  at  36  CFR  800.2. 

l.  With  this  notice,  we  are  designating 
H20  Providers,  L.L.C.  as  the 
Commission’s  non-federal 
representative  for  carrying  out  informal 
consultation,  pursuant  to  section  7  of 
the  Endangered  Species  Act,  section  305 
of  the  Magnuson-Stevens  Fishery 
Conservation  and  Management  Act,  and 
section  106  of  the  National  Historic 
Preservation  Act. 

m.  H20  Providers,  L.L.C.  filed  a  Pre- 
Application  Document  (PAD,  including 
a  proposed  process  plan  and  schedule) 
with  the  Commission,  pursuant  to  18 
CFR  5.5  of  the  Commission’s 
regulations. 

n.  A  copy  of  the  PAD  is  available  for 
review  at  the  Commission  in  the  Public 
Reference  Room  or  may  be  viewed  on 
the  Commission’s  Web  site  [http:// 
www.ferc.gov),  using  the  “eLibrary” 
link.  Enter  the  docket  number, 
excluding  the  last  three  digits  in  the 
docket  number  field  to  access  the 
document.  For  assistance,  contact  FERC 
Online  Support  at 

_  FERCONlineSupport@ferc.gov  or  toll 


free  at  1-866-208-3676,  or  for  TTY, 
J202)  502-8659.  A  copy  is  also  available 
for  inspection  and  reproduction  at  the 
address  in  paragraph  h. 

o.  Register  online  at  http:// 
www.ferc.gov/docs-filing/ 
esubscription.asp  to  be  notified  via  e- 
mail  of  new  filing  and  issuances  related 
to  this  or  other  pending  projects.  For 
assistance,  contact  FERC  Online 
Support. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E 9— 20643  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-OI-P 

I 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  NJ08-&-002] 

Orlando  Utilities  Commission;  Notice 
of  Filing 

August  19,  2009. 

Take  notice  that  on  August  17,  2009, 
Orlando  Utilities  Commission  filed 
Substitute  First  Revised  Sheet  122A  for 
inclusion  in  Attachment  K  of  its  Open 
Access  Transmission  Tariff,  in 
compliance  with  Ordering  Paragraph  (F) 
of  the  Commission’s  June  18,  2009 
Order,  127  FERC  f  61,277  { 2009). 

Any  person  desiring  to  intervene  or  to 
protest  this  filing  must  file  in 
accordance  with  Rules  211  and  214  of 
the  Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  385.211,  385.214). 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  notice  of 
intervention  or  motion  to  intervene,  as 
appropriate.  Such  notices,  motions,  or 
protests  must  be  filed  on  or  before  the 
comment  date.  Anyone  filing  a  motion 
to  intervene  or  protest  must  serve  a  copy 
of  that  document  on  the  Applicant  and 
all  the  parties  in  this  proceeding. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper  using  the 
“eFiling”  link  at  http://www.ferc.gov. 
Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  protest  or  intervention  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street,  NE.,  Washington,  DC 
20426. 

This  filing  is  accessible  on-line  at 
http://www.ferc.gov,  using  the 
“eLibrary”  link  and  is  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 


There  is  an  “eSubscription”  link  on  the 
Web  site  that  enables  subscribers  to 
receive  e-mail  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  e-mail 
FERCOnlineSupport@ferc.gov,  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Comment  Date:  5  p.m.  Eastern  Time 
on  September  16,  2009. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E9-20640  Filed  8-26-09;  8:45  am] 

BILLING  CODE  671 7-01 -P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  13529-000] 

City  of  Morgan  City,  LA;  Notice  of 
Competing  Preliminary  Permit 
Application  Accepted  for  Filing  and 
Soliciting  Comments  and  Motions  To 
intervene 

August  20,  2009. 

On  July  6,  2009,  the  City  of  Morgan 
City,  Louisiana  filed  an  application  for 
a  preliminary  permit,  pursuant  to 
section  4(f)  of  the  Federal  Power  Act 
(FPA),  proposing  to  study  the  feasibility 
of  the  Wax  Lake  Outlet  Project  tg  be 
located  on  the  Wax  Lake  Outlet  in  St. 
Mary  Parish,  Louisiana.  The  sole 
purpose  of  a  preliminary  permit,  if 
issued,  is  to  grant  the  permit  holder 
priority  to  file  a  license  application 
during  the  permit  term.  A  preliminary 
permit  does  not  authorize  the  permit 
holder  to  perform  any  land  disturbing 
activities  or  otherwise  enter  upon  lands 
or  waters  owned  by  others  without  the 
owners’  express  permission. 

The  proposed  project  would  consist 
of:  (1)  25  proposed  200  kilowatt 
Underwater  Electric  Kite  generating 
units  having  a  total  installed  capacity  of 
5  megawatts;  (2)  a  1-mile-long,  138 
kilovolt  transmission  line;  and  (3) 
appurtenant  facilities.  The  proposed 
Wax  Lake  Outlet  Project  would  have  an 
average  annual  generation  of  43.8 
gigawatt-hours. 

Applicant  Contact:  Genie  Bonner, 
Executive  Secretary,  512  First  Street, 
Morgan  City,  LA  70381,  (985)  385-1770. 

FERC  Contact:  Kim  Carter  (202)  502- 
6486. 

Competing  Application:  This 
application  competes  with  Project  No. 
13439-000  filed  April  29,  2009. 
Competing  applications  must  be  filed  on 
or  before  August  24,  2009. 

Deadline  for  filing  comments,  motions 
to  intervene:  60  days  from  the  issuance 
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of  this  notice.  Comments,  motions  to 
intervene,  notices  of  intent  and 
competing  applications  may  be  filed 
electronically  via  the  Internet.  See  18 
CFR  385.2001(a)(l)(iii)  and  the 
instructions  on  the  Commission’s  Web 
site  under  the  “e-Filing”  link.  If  unable 
to  be  filed  electronically,  documents 
may  be  paper-filed.  To  paper-file,  an 
original  and  eight  copies  should  be 
mailed  to:  Kimberly  D:  Bose,  Secretary, 
Federal  Energy  Regulatory  Commission, 
888  First  Street,  NE.,  Washington,  DC 
20426.  For  more  information  on  how  to 
submit  these  types  of  filings  please  go 
to  the  Commission’s  Web  site  located  at 
h  ttp  :l I  www. fere. gov  I  filing- 
comments. asp.  More  information  about 
this  project,  including  a  copy  of  the 
application,  can  be  viewed  or  printed  on 
the  “eLibrary”  link  of  the  Commission’s 
Web  site  at  http://www.ferc.gov/docs- 
filing/elibrary.asp.  Enter  the  docket 
number  (P-13529)  in  the  docket  number 
field  to  access  the  document.  For 
assistance,  call  toll-free  1-866-208- 
3372. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E 9— 20646  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  EL09-66-000] 

Cross  Texas  Transmission,  LLC; 
Sharyiand  Utilities,  L.P.,  E.ON  Climate 
&  Renewables  North  America  Inc., 
Eurus  Energy  America  Corporation, 
Iberdrola  Renewables,  Inc.,  Pattern 
Renewables  LP;  Notice  of  Petition  of 
Declaratory  Filing 

August  20,  2009. 

Take  notice  that  on  August  7,  2009, 
Cross  Texas  LLC,  Sharyiand  Utilities, 
L.P.,  E.ON  Climate  &  Renewables  North 
America  Inc.,  Eurus  Energy  America 
Corporation,  Iberdrola  Renewables,  Inc., 
and  Pattern  Renewables  LP,  filed  an 
application  for  petition  for  declaratory 
order,  requesting  the  Commission  to 
issue  a  declaratory  order  disclaiming 
jurisdiction  over,  (1)  proposed 
transmission  lines  and  facilities 
approved  by  the  Public  Utility 
Commission  of  Texas  that  will  deliver 
electric  energy  to  the  Electric  Reliability 
Council  of  Texas  grid  from  two 
Competitive  Renewable  Energy  Zones 
(CREZs),  Panhandle  A  and  Panhandle  B, 
located  solely  within  the  State  of  Texas 
in  the  Texas  Panhandle  (CREZ 
Panhandle  Transmission  Lines);  (2) 


transmission  service  over  the  CREZ 
Panhandle  Transmission  Lines;  and  (3) 
sales  of  energy  over  the  CREZ 
Panhandle  Transmission  Lines. 

Any  person  desiring  to  intervene  or  to 
protest  this  filing  must  file  in 
accordance  with  Rules  211  and  214  of 
the  Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  385.211,  385.214). 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  notice  of 
intervention  or  motion  to  intervene,  as 
appropriate.  Such  notices,  motions,  or 
protests  must  be  filed  on  or  before  the 
comment  date.  On  or  before  the 
comment  date,  it  is  not  necessary  to 
serve  motions  to  intervene  or  protests 
on  persons  other  than  the  Applicant. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper  using  the 
“eFiling”  link  at  http://www.ferc.gov. 
Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  protest  or  intervention  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street,  NE.,  Washington,  DC 
20426. 

This  filing  is  accessible  on-line  at 
http://www.ferc.gov,  using  the 
“eLibrary”  link  and  is  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  “eSubscription”  link  on  the 
Web  site  that  enables  subscribers  to 
receive  e-mail  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  e-mail 
FERCOnlineSupport@ferc.gov,  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Comment  Date:  5  p.m.  Eastern  Time 
on  September  8,  2009. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E 9-20651  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  13559-000] 

Hydro  Power  101,  LLC;  Notice  of 
Preliminary  Permit  Application 
Accepted  for  Filing  and  Soliciting 
Comments,  Motions  To  Intervene,  and 
Competing  Applications 

August  20,  2009. 

On  July  22,  2009,  Hydro  Power  101, 
LLC  filed  an  application,  pursuant  to 
section  4(f)  of  the  Federal  Power  Act 
(FPA),  proposing  to  study  the  feasibility 
of  the  Tacony  Project  No.  13559,  to  be 
located  in  the  Delaware  River  in  the  City 
of  Philadelphia,  Philadelphia  County, 
Pennsylvania. 

The  proposed  Tacony  Project  would 
be  located  in  an  area  of  the  Delaware 
River  just  upstream  of  the  Tacony- 
Palmyra  bridge  (State  Route  73)  and 
would  consist  of:  (1)  Up  to  150  20- 
kilowatt  (kW)  underwater  turbine 
generators  with  a  total  capacity  of  3,000 
kW  attached  to  either  pilings  in  the  river 
bottom,  or  moored  to  shore  structures; 

(2)  a  new  69-kilovolt,  1,200-foot-long 
transmission  line;  and  (3)  appurtenant 
facilities.  The  project  would  have  an 
estimated  annual  generation  between 
4,000  and  5,000  megawatt-hours. 

Applicant  Contact:  Mr.  Jeremy 
Conner,  3000  Atrium  Way,  Suite  261, 

Mt.  Laurel,  NJ  08054,  (856)  273-5761. 

FERC  Contact:  Tom  Dean,  (202)  502- 
6041. 

Deadline  for  filing  comments,  motions 
to  intervene,  competing  applications 
(without  notices  of  intent),  or  notices  of 
intent  to  file  competing  applications:  60 
days  from  the  issuance  of  this  notice. 
Comments,  motions  to  intervene, 
notices  of  intent,  and  competing 
applications  may  be  filed  electronically 
via  the  Internet.  See  18  CFR 
385.2001(a)(l)(iii)  and  the  instructions 
on  the  Commission’s  Web  site  under  the 
“eFiling”  link.  If  unable  to  be  filed 
electronically,  documents  may  be  paper- 
filed.  To  paper-file,  an  original  and  eight 
copies  should  be  mailed  to:  Kimberly  D. 
Bose,  Secretary,  Federal  Energy 
Regulatory  Commission,  888  First 
Street,  NE.,  Washington,  DC  20426.  For 
more  information  on  how  to  submit 
these  types  of  filings  please  go  to  the 
Commission’s  Web  site  located  at  http:// 
Www.ferc.gov/filing-comments.asp. 

More  information  about  this  project  can 
be  viewed  or  printed  on  the  “eLibrary” 
link  of  Commission’s  Web  site  at  http:// 
www.ferc.gov/docs-filing/elibrary.asp. 
Enter  the  docket  number  (P-13559)  in 
the  docket  number  field  to  access  the 
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document.  For  assistance,  call  toll-free 
1-866-208-3372. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E9— 20647  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  13511-000] 

Igiugig  Village  Council;  Notice  of 
Preliminary  Permit  Application 
Accepted  for  Filing  and  Soliciting 
Comments,  Motions  To  Intervene,  and 
Competing  Applications 

August  20,  2009. 

On  August  10,  2009,  Igiugig  Village 
Council  filed  an  application  for  a 
preliminary  permit,  pursuant  to  section 
4(f)  of  the  Federal  Power  Act,  proposing 
to  study  the  feasibility  of  the  Igiugig 
RISEC  Water  Power  Project  (Igiugig 
Project  or  project),  located  on  the 
Kvichak  River  in  the  Lake  and 
Peninsula  Borough,  Alaska.  The  sole 
purpose  of  a  preliminary  permit,  if 
issued,  is  to  grant  the  permit  holder 
priority  to  file  a  license  application 
during  the  permit  term.  A  preliminary 
permit  does  not  authorize  the  permit 
holder  to  perform  any  land  disturbing 
activities  or  otherwise  enter  upon  lands 
or  waters  owned  by  others  without  the 
owners’  express  permission. 

The  proposed  project  would  consist  of 
the  following:  (1)  Up  to  12  proposed 
RISEC  kinetic  energy-to-electrical 
energy  conversion  devices  having  a  total 
installed  capacity  of  40  kilowatts;  (2)  a 
proposed  3-phase,  480-volt  transmission 
line  either  300  feet  long  or  4,000  feet 
long  (depending  on  the  location  of  the 
RISEC  devices)  to  interconnect  with  the 
Igiugig  Village  Council’s  existing 
electric  distribution  system;  and  (3) 
appurtenant  facilities.  The  proposed 
project  would  have  an  estimated  average 
annual  generation  of  250  megawatt- 
hours. 

Applicant  Contact:  Steven  J.  Stassell, 
P.E.,  Project  Engineer,  Alaska  Energy  & 
Engineering,  Inc.,  P.O.  Box  111405, 
Anchorage,  AK  99511-1405;  Ph.  (907) 
349-0100. 

FERC  Contact:  Nick  Jayjack,  202-502- 
6073. 

Deadline  for  filing  comments,  motions 
to  intervene,  competing  applications 
(without  notices  of  intent),  or  notices  of 
intent  to  file  competing  applications;  60 
days  from  the  issuance  of  this  notice. 
Comments,  motions  to  intervene, 
notices  of  intent,  and  competing 


applications  may  be  filed  electronically 
via  the  Internet.  See  18  CFR 
385.200l(a)(l)(iii)  and  the  instructions 
on  the  Commission’s  website  under  the 
“e-Filing”  link.  If  unable  to  be  filed 
electronically,  documents  may  be  paper- 
filed.  To  paper-file,  an  original  and  eight 
copies  should  be  mailed  to:  Kimberly  D. 
Bose,  Secretary,  Federal  Energy 
Regulatory  Commission,  888  First 
Street,  NE.,  Washington,  DC  20426.  For 
more  information  on  how  to  submit 
these  types  of  filings  please  go  to  the 
Commission’s  website  located  at  http:// 
www.ferc.gov/filing-comments.asp. 

More  information  about  this  project, 
including  a  copy  of  the  application,  can 
be  viewed  or  printed  on  the  “eLibrary” 
link  of  Commission’s  website  at  http:// 
www.ferc.gov/docs-filing/elibrary.asp. 
Enter  the  docket  number  (P-13511)  in 
the  docket  number  field  to  access  the 
document.  For  assistance,  call  toll-free 
1-866-208-3372. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E9-20645  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  PR09-28-000] 

Acadian  Gas  Pipeline  System;  Notice 
of  Technical  Conference 

August  20,  2009. 

Take  notice  that  the  Commission  will 
convene  a  technical  conference  in  the 
above-captioned  proceeding  on 
Thursday,  August  27,  2009,  at  10  a.m. 
(EDT),  in  a  room  to  be  designated  at  the 
offices  of  the  Federal  Energy  Regulatory 
Commission  (Commission),  888  First 
Street,  NE.,  Washington,  DC  20426. 

Acadian  Gas  Pipeline  System 
(Acadian)  has  requested  a  technical 
conference  to  discuss  additional  data  it 
is  submitting  which  will  revise  its 
Petition  for  Rate  Approval  filed  July  13, 
2009.  At  the  conference,  Commission 
Staff  and  interested  persons  will  have 
the  opportunity  to  discuss  the 
additional  data  being  submitted  by 
Acadian.  Acadian  should  be  prepared  to 
address  all  of  the  above-mentioned 
subject  matter,  and  to  provide,  as 
necessary,  additional  support  for  its 
filing. 

FERC  conferences  are  accessible 
under  section  508  of  the  Rehabilitation 
Act  of  1973.  For  accessibility 
accommodations  please  send  an  e-mail 
to  accessibility@ferc.gov  or  call  toll  free 
(866)  208-3372  (voice)  or  202-502-8659 


(TTY),  or  send  a  fax  to  202-208-2106 
with  the  required  accommodations. 

All  interested  parties  and  staff  are 
permitted  to  attend.  For  further 
information  please  contact  James  Hough 
at  (202)  502-8429  or  e-mail  at 
fames.Hough@ferc.gov. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E9— 20649  Filed  8-26-C9;  8:45  am] 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  PR 09-29-000] 

Cypress  Gas  Pipeline,  LLC;  Notice  of 
Technical  Conference 

August  20,  2009. 

Take  notice  that  the  Commission  will 
convene  a  technical  conference  in  the 
above-captioned  proceeding  on 
Thursday,  August  27,  2009,  at  10  a.m. 
(EDT),  in  a  room  to  be  designated  at  the 
offices  of  the  Federal  Energy  Regulatory 
Commission  (Commission),  888  First 
Street,  NE.,  Washington,  DC.  20426. 

Cypress  Gas  Pipeline,  LLC  (Cypress) 
has  requested  a  technical  conference  to 
discuss  additional  data  it  is  submitting 
which  will  .revise  its  Petition  for  Rate 
Approval  filed  July  13,  2009.  At  the 
conference,  Commission  Staff  and 
interested  persons  will  have  the 
opportunity  to  disGuss  the  additional 
data  being  submitted  by  Cypress. 

Cypress  should  be  prepared  to  address 
all  of  the  above-mentioned  subject 
matter,  and  to  provide,  as  necessary, 
additional  support  for  its  filing. 

FERC  conferences  are  accessible 
under  section  508  of  the  Rehabilitation 
Act  of  1973.  For  accessibility 
accommodations  please  send  an  e-mail 
to  accessibility@ferc.gov  or  call  toll  free 
(866)  208-3372  (voice)  or  202-502-8659 
(TTY),  or  send  a  fax  to  202-208-2106 
with  the  required  accommodations. 

All  interested  parties  and  staff  are 
permitted  to  attend.  For  further 
information  please  contact  Greg  Kusel  at 
(202)  502-6720  or  e-mail  at 
greg.kusel@ferc.gov. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E 9— 20650  Filed  8-26-09;  8:45  ami 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  RP09-809-000] 

Maritimes  &  Northeast  Pipeline,  L.L.C.; 
Notice  of  Technical  Conference 

August  20,  2009. 

Take  notice  that  Commission  Staff 
will  convene  a  technical  conference  in 
the  above-referenced  proceeding  on 
Friday,  September  11,  2009,  at  10  a.m. 
(EST),  in  a  room  to  be  designated  at  the 
offices  of  the  Federal  Energy  Regulatory 
Commission,  888  First  Street,  NE., 
Washington,  DC  20426. 

On  July  1,  2009,  Maritimes  & 

Northeast  Pipeline,  L.L.C.  (Maritimes) 
filed  revised  tariff  sheets  to,  among 
other  things,  reflect  out-of-cycle  changes 
in  Maritimes’  Fuel  Retainage  Quantity. 
On  July  30,  2009,  the  Commission 
accepted  and  suspended  Maritimes 
proposed  tariff  sheets  revising 
Maritimes’  fuel  rate  methodology  and 
increasing  its  fuel  charges,  to  become 
effective  January  1,  2010,  subject  to 
refund  and  the  outcome  of  a  technical 
conference.  During  the  technical 
conference,  Commission  Staff  and 
interested  persons  will  have  the 
opportunity  to  discuss  all  of  the  issues 
raised  by  Maritimes’  out-of-cycle  fuel 
filing. 

FERC  conferences  are  accessible 
under  section  508  of  the  Rehabilitation 
Act  of  1973.  For  accessibility 
accommodations  please  send  an  e-mail 
to  accessibility@ferc.gov  or  call  toll  free 
(866)  208-3372  (voice)  or  (202)  502- 
8659  (TTY),  or  send  a  fax  to  (202)  208- 
2106  with  the  required 
accommodations. 

All  interested  persons  are  permitted 
to  attend.  For  further  information  please 
contact  Anna  Fernandez  at  (202)  502- 
6682  or  e-mail  Anna- 
Femandez@ferc.gov. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E 9— 20642  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6717-01-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-2008-0880;  FRL-8433-5] 

Issuance  of  an  Experimental  Use 
Permit 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 


SUMMARY:  EPA  has  granted  an 
experimental  use  permit  (EUP)  to  the 
following  pesticide  applicant  listed  in 
Unit  II.  of  this  document.  An  EUP 
permits  use  of  a  pesticide  for 
experimental  or  research  purposes  only 
in  accordance  with  the  limitations  in 
the  permit. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jeannine  Kausch,  Biopesticid6s  and 
Pollution  Prevention  Division  (7511P), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001;  telephone  number: 

(703)  347-8920;  e-mail  address: 
kausch.jeannine@epa.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  Action  Apply  to  Me? 

This  action  is  directed  to  the  public 
in  general.  Although  this  action  may  be 
of  particular  interest  to  those  persons 
who  conduct  or  sponsor  research  on 
pesticides,  the  Agency  has  not 
attempted  to  describe  all  the  specific 
entities  that  may  be  affected  by  this 
action.  If  you  have  any  questions 
regarding  the  information  in  this  action, 
consult  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

B.  How  Can  I  Get  Copies  of  this 
Document  and  Other  Related 
Information? 

1.  Docket.  EPA  has  established  a 
docket  for  this  action  under  docket 
identification  (ID)  number  EPA-HQ- 
OPP-2008-0880.  Publicly  available 
docket  materials  are  available  either  in 
the  electronic  docket  at  http:// 
www.regulations.gov,  or,  if  only 
available  in  hard  copy,  at  the  Office  of 
Pesticide  Programs  (OPP)  Regulatory 
Public  Docket  in  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  The  hours  of 
operation  of  this  Docket  Facility  are 
from  8:30  a.m.  to  4  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays.  The  Docket  Facility  telephone 
number  is  (703)  305-5805. 

2.  Electronic  access.  You  may  access 
this  Federal  Register  document 
electronically  through  the  EPA  Internet 
under  the  “Federal  Register”  listings  at 
http://www.epa.gov/fedrgstr. 

II.  EUP 

EPA  has  issued  the  following  EUP: 

85004-EUP-l.  Issuance.  Pasteuria 
Bioscience,  Incorporated,  12085 
Research  Dr.,  Suite  185,  Alachua,  FL 
32615  (Authorized  Agent:  Macintosh 
and  Associates,  Incorporated,  1203 
Hartford  Ave.,  Saint  Paul,  MN  55116- 
1622).  This  EUP  allows  the  use  of 


59,675  pounds  of  formulated  product 
(3,272.5  pounds  of  the  nematicidal 
active  ingredient,  Pasteuria  usgae)  on 
385  acres  of  strawberries  and  turf  to 
evaluate  control  of  the  sting  nematode 
( Belonolaimus  longicaudatus).  The 
program  is  authorized  only  in  the  States 
of  Alabama,  Florida,  Georgia, 
Mississippi,  and  North  Carolina.  The 
EUP  is  effective  from  August  12,  2009 
to  August  31,  2010. 

Authority:  7  U.S.C.  136c. 

List  of  Subjects 

Environmental  protection, 
Experimental  use  permits. 

Dated:  August  20,  2009. 

Sheryl  K.  Reilly, 

Acting  Director,  Biopesticides  and  Pollution 
Prevention  Division,  Office  of  Pesticide 
Programs. 

(FR  Doc.  E 9— 20716  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6560-50-S 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-8950-3] 

Science  Advisory  Board  Staff  Office; 
Notification  of  an  Upcoming 
Teleconference  of  the  Science 
Advisory  Board  Committee  on  Science 
Integration  for  Decision  Making 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA  or  Agency)  Science 
Advisory  Board  (SAB)  Staff  Office 
announces  a  public  teleconference  of 
the  SAB  Committee  on  Science 
Integration  for  Decision  Making. 

DATES:  The  teleconference  date  is 
Wednesday,  September  16,  2009  from  1 
p.m.  to  3  p.m.  (Eastern  Time). 
ADDRESSES:  The  meeting  will  be 
conducted  by  telephone  only. 

FOR  FURTHER  INFORMATION  CONTACT: 
Members  of  the  public  who  wish  to 
obtain  further  information  about  this 
teleconference  must  contact  Mr.  Thomas 
Miller,  Designated  Federal  Officer 
(DFO).  Mr.  Miller  may  be  contacted  at 
the  EPA  Science  Advisory  Board 
(1400F),  U.S.  Environmental  Protection 
Agency,  1200  Pennsylvania  Avenue, 
NW.,  Washington,  DC  20460;  or  via 
telephone/voice  mail;  (202)  343-9982; 
fax  (202)  233-0643;  or  e-mail  at 
miller.tom@epa.gov.  General 
information  about  the  EPA  SAB,  as  well 
as  any  updates  concerning  the 
teleconference  announced  in  this  notice, 
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may  be  found  on  the  SAB  Web  site  at 
http://www.epa.gov/sab. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  the  Federal  Advisory  Committee  Act, 

5  U.S.C.,  App.  2  (FACA),  notice  is 
hereby  given  that  the  SAB  Committee 
on  Science  Integration  for  Decision 
Making  will  hold  a  public 
teleconference  to  complete  its  work  plan 
for  an  evaluative  study  of  EPA  scientific 
assessment  practices  for  decision 
making.  The  SAB  was  established 
pursuant  to  42  U.S.C.  4365  to  provide 
independent  scientific  and  technical 
advice  to  the  Administrator  on  the 
technical  basis  for  Agency  positions  and 
regulations.  The  SAB  is  a  Federal 
Advisory  Committee  chartered  under 
FACA.  The  SAB  will  comply  with  the 
provisions  of  FACA  and  all  appropriate 
SAB  Staff  Office  procedural  policies. 

Background:  The  Committee  for 
Science  Integration  for  Decision  Making 
met  on  June  9-10,  2009  in  Washington, 
DC  to  begin  its  work  on  this  study  (see 
74  FR  23187).  Additional  information 
on  the  study  and  the  meeting  may  be 
found  on  the  SAB  Web  site  at  http:// 
yosemite.epa.gov/sab/sabproduct.nsf/ 
fedrgstr_activites/ 

Science%20lntegration?OpenDocument. 
EPA  uses  many  kinds  of  scientific 
assessments  for  policy  analysis  and 
decision  making.  In  a  study  published 
in  2000,  the  SAB  found  that  an 
integrated  approach  to  scientific 
assessment  and  decision  making  was 
needed  to  effectively  address  new  and 
complex  environmental  problems  (see 
the  SAB’s  report,  Toward  Integrated 
Environmental  Decision-Making  on  the 
SAB  Web  site  at  http://www.epa.gov/ 
sab).  Previous  studies  by  the  National 
Research  Council  (NRC)  also 
recommended  improvements  to  EPA 
scientific  assessment  practices.  In  its 
2008  report,  Science  and  Decisions: 
Advancing  Risk  Assessment  (National 
Academies  Press,  Washington,  DC),  the 
NRC  recommended  improvements  in 
EPA’s  risk  assessment  processes  to 
address  the  complexities  of  current 
problems  and  improve  the  utility  of 
assessments  in  decision  making.  The 
SAB  is  undertaking  a  new  study  at  the 
request  of  the  EPA  Administrator  to 
evaluate  the  extent  to  which  scientific 
-  assessment  practices  are  integrated  into 
and  for  EPA’s  environmental  decision¬ 
making  processes.  The  study  will  build 
upon  the  findings  of  the  previous  SAB 
and  NRC  studies,  and  recommend 
actions  that  EPA  could  take  to  improve 
the  integration  of  scientific  assessments 
for  decision  making.  The  purpose  of  this 
teleconference  is  to  complete  the 
Committee’s  study  plan. 


Availability  of  Meeting  Materials:  The 
teleconference  agenda  and  other 
material  in  support  of  this 
teleconference  are  posted  on  the  SAB 
Web  site  at  http://www.epa.gov/sab. 

Procedures  for  Providing  Public 
Input:  Interested  members  of  the  public 
may  submit  relevant  written  or  oral 
information  on  the  topic  of  this  advisory 
activity,  and/or  the  group  conducting 
the  activity,  for  the  SAB  to  consider 
during  the  advisory  process. 

Oral  Statements:  In  general, 
individuals  or  groups  requesting  an  oral 
presentation  at  a  public  teleconference 
will  be  limited  to  three  minutes  per 
speaker,  with  no  more  than  a  total  of 
one  hour  for  all  speakers.  Interested 
parties  should  contact  Mr.  Miller,  DFO, 
in  writing  (preferably  via  e-mail)  at  the 
contact  information  noted  above,  by 
September  14,  2009  be  placed  on  a  list 
of  public  speakers  for  the  meeting. 
Written  Statements:  Written  statements 
should  be  received  in  the  SAB  Staff 
Office  by  September  14,  2009  so  that  the 
information  may  be  made  available  to 
the  SAB  Panel  members  for  their 
consideration.  Written  statements 
should  be  supplied  to  the  DFO  in  the 
following  formats:  one  hard  copy  with 
original  signature,  and  one  electronic 
copy  via  e-mail  (acceptable  file  format: 
Adobe  Acrobat  PDF,  WordPerfect,  MS 
Word,  MS  PowerPoint,  or  Rich  Text 
files  in  IBM-PC/Windows  98/2000/XP 
format).  Submitters  are  requested  to 
provide  two  versions  of  each  document 
submitted  with  and  without  signatures, 
because  the  SAB  Staff  Office  does  not 
publish  documents  with  signatures  on 
its  Web  sites. 

Accessibility:  For  information  on 
access  or  services  for  individuals  with 
disabilities,  please  contact  Mr.  Miller  at 
the  phone  number  or  e-mail  address 
noted  above,  preferably  at  least  ten  days 
prior  to  the  meeting  to  give  EPA  as 
much  time  as  possible  to  process  your 
request. 

Dated:  August  20,  2009. 

Anthony  F.  Maciorowski, 

Deputy  Director,  EPA  Science  Advisory  Board 
Staff  Office. 

[FR  Doc.  E 9-20738  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-2008-0162;  FRL-8430-7] 

Pesticide  Product  Registration 
Approval 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

.ACTION:  Notice. 


SUMMARY:  This  notice  announces 
Agency  approval  of  an  application  to 
register  the  pesticide  product  NEXY 
containing  an  active  ingredient  not 
included  in  any  previously  registered 
products  pursuant  to  the  provisions  of 
section  3(c)(5)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act 
(FIFRA),  as  amended. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jeannine  Kausch,  Biopesticides  and 
Pollution  Prevention  Division  (751  IP), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001;  telephone  number: 

(703)  347-8920;  e-mail  address: 
kausch.jeannine@epu.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  Action  Apply  to  Me? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  agricultural 
producer,  food  manufacturer,  or 
pesticide  manufacturer.  Potentially 
affected  entities  may  include,  but  are 
not  limited  to: 

•  Crop  production  (NAICS  code 
111). 

•  Animal  production  (NAICS  code 

112). 

•  Food  manufacturing  (NAICS  code 
311). 

•  Pesticide  manufacturing  (NAICS 
code  32532). 

This  listing  is  not  intended  to  be 
exhaustive,  but  rather  provides  a  guide 
for  readers  regarding  entities  likely  to  be 
affected  by  this  action.  Other  types  of 
entities  not  listed  in  this  unit  could  also 
be  affected.  The  North  American 
Industrial  Classification  System 
(NAICS)  codes  have  been  provided  to 
assist  you  and  others  in  determining 
whether  this  action  might  apply  to 
certain  entities.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  How  Can  I  Get  Copies  of  this 
Document  and  Other  Related 
Information? 

1.  Docket.  EPA  has  established  a 
docket  for  this  action  under  docket 
identification  (ID)  number  EPA-HQ- 
OPP— 2008— 0162.  Publicly  available 
docket  materials  are  available  either  in 
the  electronic  docket  at  http:// 
www.reguIations.gov,  or,  if  only 
available  in  hard  copy,  at  the  Office  of 
Pesticide  Programs  (OPP)  Regulatory 
Public  Docket  in  Rm.  S— 4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  The  hours  of 
operation  of  this  Docket  Facility  are 
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from  8:30  a.m.  to  4  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays.  The  Docket  Facility  telephone 
number  is  (703)  305-5805. 

In  accordance  with  section  3(c)(2)  of 
FIFRA,  a  copy  of  the  approved  label,  the 
list  of  data  references,  the  data  and  other 
scientific  information  used  to  support 
registration,  except  for  material 
specifically  protected  by  section  10  of 
FIFRA,  are  also  available  for  public 
inspection.  Requests  for  data  must  be 
made  in  accordance  with  the  provisions 
of  the  Freedom  of  Information  Act  and 
must  be  addressed  to  the  Freedom  of 
Information  Office  (A-101),  1200 
Pennsylvania  Ave.,  NW.,  Washington, 

DC  20460-0001.  Such  requests  should: 
Identify  the  product  name  and 
registration  number  and  specify  the  data 
or  information  desired. 

A  paper  copy  of  the  fact  sheet,  which 
provides  more  detail  on  this 
registration,  may  be  obtained  from  the 
National  Technical  Information  Service 
(NTIS),  5285  Port  Royal  Rd., 

Springfield,  VA  22161. 

2.  Electronic  access.  You  may  access 
this  Federal  Register  document 
electronically  through  the  EPA  Internet 
under  the  “Federal  Register”  listings  at 
h  tip  ://www.epa  .gov/fedrgstr. 

II.  Did  EPA  Approve  the  Application? 

The  Agency  approved  the  application 
after  considering  all  required  data  on 
risks  associated  with  the  proposed  use 
of  Candida  oleophila  Strain  O,  and 
information  on  social,  economic,  and 
environmental  benefits  to  be  derived 
from  use.  Specifically,  the  Agency  has 
considered  the  nature  of  the  chemical 
and  its  pattern  of  use,  application 
methods  and  rates,  and  level  and  extent 
of  potential  exposure.  Based  on  these 
reviews,  the  Agency  was  able  to  make 
basic  health  and  safety  determinations 
which  show  that  Candida  oleophila 
Strain  O,  when  used  in  accordance  with 
widespread  and  commonly  recognized 
practice,  will  not  generally  cause 
unreasonable  adverse  effects  to  human 
health  or  the  environment. 

III.  Approved  Application 

EPA  issued  a  notice,  published  in  the 
Federal  Register  of  March  28,  2008  (73 
FR  16676)  (FRL— 8355— 5),  which 
announced  that  SynTech  Global,  LLC, 
P.O.  Box  640,  Hockessin,  DE  19707  on 
behalf  of  BioNext  sprl,  Passage  des 
deportes,  2,  B-5030  Gembloux,  Belgium, 
had  submitted  an  application  to  register 
the  pesticide  product,  NEXY, 
biofungicide  (EPA  File  Symbol  84863- 
R),  containing  Candida  oleophila  Strain 
O  at  57%.  This  product  was  not 
previously  registered. 


The  Agency  received  one  public 
comment  in  response  to  the  March  28, 
2008  notice.  A  private  citizen  expressed 
opposition  to  Candida  oleophila  Strain 
O’s  introduction  into  the  United  States 
in  light  of  the  “thousands  of  chemicals 
already  out  there”  and  implied  a 
concern  about  the  effects  of  “toxic 
chemicals”  on  human  health  or  the 
environment.  Pursuant  to  its  authority 
under  the  Federal  Insecticide, 

Fungicide,  and  Rodenticide  Act 
(FIFRA),  the  Agency  conducted  a 
rigorous  assessment  of  Candida 
oleophila  Strain  O,  as  described  in  Unit 
II,  and  concluded  that  it  is  not  expected 
to  cause  any  unreasonable  adverse 
effects  to  human  health  or  the 
environment. 

Further,  Candida  oleophila  Strain  O 
is  not  considered  a  conventional 
pesticide.  Conventional  pesticides 
generally  consist  of  synthetic  materials, 
may  affect  a  broad  spectrum  of  non¬ 
target  organisms,  and  may  be  inherently 
more  toxic.  Candida  oleophila  Strain  O, 
however,  is  a  naturally  occurring  yeast 
isolated  from  golden  delicious  apples 
and  found  on  various  food  commodities, 
and  has  been  classified  as  a  microbial 
pesticide.  Candida  oleophila  Strain  O  is 
intended  for  use  as  an  antagonist  to 
specifically  control  the  fungal  pathogens 
gray  mold  ( Botrytis  cinerea)  and  blue 
mold  ( Penicillium  expansum ),  which 
cause  post-harvest  decay  on  apples  and 
pears.  The  mode  of  action  for  Candida 
oleophila  Strain  O  is  primarily  through 
competition  for  nutrients  and  pre¬ 
colonization  of  plant  wound  sites,  and 
use  of  Candida  oleophila  Strain  O  may 
result  in  decreased  conventional 
pesticide  applications  to  apples  pears 
after  harvest.  Additional  information 
about  Candida  oleophila  Strain  O  and 
the  Agency’s  assessment  of  this 
microbial  active  ingredient  can  be  found 
in  the  Biopesticides  Registration  Action 
Document  (BRAD)  on  the  Biopesticides 
and  Pollution  Prevention  Division 
(BPPD)  website:  http://www.epa.gov/ 
pesticides/biopesticides. 

The  application  was  approved  on 
June  1,  2009,  as  NEXY  (EPA  Registration 
Number  84863-1)  for  post-harvest 
control  of  gray  mold  ( Botrytis  cinerea ) 
and  blue  mold  ( Penicillium  expansum ) 
on  apples  and  pears. 

List  of  Subjects 

Environmental  protection,  Chemicals, 
Pests  and  pesticides. 


Dated:  August  18,  2009. 

Sheryl  K.  Reilly, 

Acting  Director,  Biopesticides  and  Pollution 
Prevention  Division,  Office  of  Pesticide 
Programs. 

[FR  Doc.  E9-20717  Filed  8-26-09;  8:45  a.m.) 

BILLING  CODE  6560-50-S 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-8950-5] 

Proposed  Consent  Decree,  Clean  Air 
Act  Citizen  Suit 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice  of  proposed  consent 
decree;  request  for  public  comment. 

SUMMARY:  In  accordance  with  section 
113(g)  of  the  Clean  Air  Act,  as  amended 
(“CAA”  or  “Act”),  42  U.S.C.  7413(g), 
notice  is  hereby  given  of  a  proposed 
consent  decree,  to  address  a  lawsuit 
filed  by  Sierra  Club  in  the  U.S.  District 
Court  for  the  Eastern  District  of 
Kentucky:  Sierra  Club  v.  Johnson,  No. 
2:09— CV-00085-WOB  (E.  D.  KY).  On 
September  5,  2008,  Sierra  Club  filed  suit 
to  compel  the  Administrator  to  issue  or 
deny  the  CAA  title  V  operating  permit 
for  the  Hugh  L.  Spurlock  Generating 
Station  (Spurlock  Station),  operated  by 
the  East  Kentucky  Power  Cooperative, 
Inc.  Sierra  Club  later  amended  the  . 
complaint  to  include  a  claim  to  compel 
the  Administrator  to  respond  to  a 
petition  dated  April  28,  2008,  seeking 
EPA’s  objection  to  a  revised  CAA  title 
V  operating  permit  issued  by  the 
Kentucky  Division  of  Air  Quality 
(KDAQ)  for  the  Spurlock  Station.  Under 
the  terms  of  the  proposed  consent 
decree,  EPA  has  agreed  to  respond  to 
the  third  claim  contained  in  Sierra 
Club’s  petition  (regarding  MACT 
determinations)  by  no  later  than 
September  21,  2009,  and  to  respond  to 
the  remaining  claims  contained  in  the 
petition  by  no  later  than  November  30, 
2009.  The  consent  decree  allows  Sierra 
Club  sixty  (60)  days  following  entry  of 
the  decree  by  the  Court  to  file  a  motion 
for  costs  of  litigation  (including 
attorneys’  fees). 

OATES:  Written  comments  on  the 
proposed  consent  decree  must  be 
received  by  September  28,  2009. 
ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  number  EPA- 
HQ-OGC-2009-0657,  online  at  http:// 
www.regulations.gov  (EPA’s  preferred 
method);  by  e-mail  to 
oei.docket@epa.gov,  mailed  to  EPA 
Docket  Center,  Environmental 
Protection  Agency,  Mailcode:  2822T, 
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1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460-0001;  or  by 
hand  delivery  or  courier  to  EPA  Docket 
Center,  EPA  West,  Room  3334, 1301 
Constitution  Ave.,  NW.,  Washington, 

DC,  between  8:30  a.m.  and  4:30  p.m. 
Monday  through  Friday,  excluding  legal 
holidays.  Comments  on  a  disk  or  CD- 
ROM  should  be  formatted  in  Word  or 
ASCII  file,  avoiding  the  use  of  special 
characters  and  any  form  of  encryption, 
and  may  be  mailed  to  the  mailing 
address  above. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kristi  Smith,  Air  and  Radiation  Law 
Office  (2 344 A),  Office  of  General 
Counsel,  U.S.  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460;  telephone:  (202) 
564-3068;  fax  number  (202)  564-5603; 
e-mail  address:  smith.kristi@epa.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Additional  Information  About  the 
Proposed  Consent  Decree 

On  August  30,  2008,  pursuant  to  CAA 
section  505(b)(2),  EPA  issued  an  order 
objecting,  in  part,  to  the  CAA  title  V 
operating  permit  issued  by  KDAQ  for 
the  Spurlock  Station.  On  September  5, 
2008,  Sierra  Club  filed  suit  to  compel 
the  Administrator  to  issue  or  deny  the 
CAA  title  V  operating  permit  for  the 
Spurlock  Station,  arguing  that  the 
Administrator  had  a  non-discretionary 
duty  to  issue  or  deny  the  permit  under 
CAA  section  505(c).  Sierra  Club  also 
sought,  in  the  alternative,  an  order 
declaring  that  the  Administrator  was 
unreasonably  delayed  in  taking  action  to 
issue  or  deny  the  permit.  Prior  to  filing 
that  case,  on  April  28,  2008,  Sierra  Club 
had  submitted  a  petition  to  the 
Administrator  of  the  Environmental 
Protection  Agency  pursuant  to  CAA 
section  505(b)(2),  requesting  that  she 
object  to  the  issuance  of  a  revised  title 
V  operating  permit  by  KDAQ  for  the 
Spurlock  Station.  Sierra  Club  has 
amended  its  complaint  in  the  pending 
lawsuit  to  include  a  claim  to  compel  the 
Administrator  to  respond  to  that 
petition. 

Under  the  terms  of  the  proposed 
consent  decree,  EPA  shall  grant  or  deny 
an  objection  based  on  the  third  claim  in 
Sierra  Club’s  petition  (regarding  MACT 
determinations  for  mercury  and  other 
hazardous  air  pollutants)  by  no  later 
than  September  21,  2009,  and  shall 
grant  or  deny  an  objection  based  on  the 
petition’s  remaining  claims  by  no  later 
than  November  30,  2009.  The  consent 
decree  allows  Sierra  Club  sixty  (60)  days 
following  entry  of  the  decree  by  the 
Court  to  file  a  motion  for  costs  of 
litigation  (including  attorneys’  fees). 

The  consent  decree  becomes  an  order  of 


the  Court  upon  entry,  and,  consistent 
with  the  terms  of  the  consent  decree,  the 
case  shall  be  dismissed  with  prejudice 
after  EPA  has  fulfilled  its  obligations 
and  Sierra  Club’s  claims  for  litigation 
costs  have  been  resolved. 

For  a  period  of  thirty  (30)  days 
following  the  date  of  publication  of  this 
notice,  the  Agency  will  receive  written 
comments  relating  to  the  proposed 
consent  decree  from  persons  who  were 
not  named  as  parties  or  intervenors  to 
the  litigation  in  question.  EPA  or  the 
Department  of  Justice  may  withdraw  or 
withhold  consent  to  the  proposed 
consent  decree  if  the  comments  disclose 
facts  or  considerations  that  indicate  that 
such  consent  is  inappropriate, 
improper,  inadequate,  or  inconsistent 
with  the  requirements  of  the  Act.  Unless 
EPA  or  the  Department  of  Justice 
determines,  based  on  any  comment 
which  may  be  submitted,  that  consent  to 
the  consent  decree  should  be 
withdrawn,  the  terms  of  the  decree  will 
be  affirmed. 

II.  Additional  Information  About 
Commenting  on  the  Proposed  Consent 
Decree 

A.  How  Can  I  Get  A  Copy  Of  the 
Consent  Decree? 

The  official  public  docket  for  this 
action  (identified  by  Docket  ID  No. 
EPA-HQ-OGC-2009-065 7 )  contains  a 
copy  of  the  proposed  consent  decree. 

The  official  public  docket  is  available 
for  public  viewing  at  the  Office  of 
Environmental  Information  (OEI)  Docket 
in  the  EPA  Docket  Center,  EPA  West, 
Room  3334, 1301  Constitution  Ave., 

NW.,  Washington,  DC.  The  EPA  Docket 
Center  Public  Reading  Room  is  open 
from  8:30  a.m.  to  4:30  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays.  The  telephone  number  for  the 
Public  Reading  Room  is  (202)  566-1744, 
and  the  telephone  number  for  the  OEI 
Docket  is  (202)  566-1752. 

An  electronic  version  of  the  public 
docket  is  available  through  http:// 
www.regulations.gov.  You  may  use  the  - 
http://www.regulations.gov  to  submit  or 
view  public  comments,  access  the  index 
listing  of  the  contents  of  the  official 
public  docket,  and  to  access  those 
documents  in  the  public  docket  that  are 
available  electronically.  Once  in  the 
system,  select  “search,”  then  key  in  the 
appropriate  docket  identification 
number. 

It  is  important  to  note  that  EPA’s 
policy  is  that  public  comments,  whether 
submitted  electronically  or  in  paper, 
will  be  made  available  for  public 
viewing  online  at  http:// 
www.regulations.gov  without  change, 
unless  the  comment  contains 


copyrighted  material,  CBI,  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Information 
claimed  as  CBI  and  other  information 
whose  disclosure  is  restricted  by  statute 
is  not  included  in  the  official  public 
docket  or  in  the  electronic  public 
docket.  EPA’s  policy  is  that  copyrighted 
material,  including  copyrighted  material 
contained  in  a  public  comment,  will  not 
be  placed  in  EPA’s  electronic  public 
docket  but  will  be  available  only  in 
printed,  paper  form  in  the  official  public 
docket.  Although  not  all  docket 
materials  may  be  available 
electronically,  you  may  still  access  any 
of  the  publicly  available  docket 
materials  through  the  EPA  Docket 
Center. 

B.  How  and  To  Whom  Do  I  Submit 
Comments? 

You  may  submit  comments  as 
provided  in  the  ADDRESSES  section. 
Please  ensure  that  your  comments  are 
submitted  within  the  specified  comment 
period.  Comments  received  after  the 
close  of  the  comment  period  will  be 
marked  “late.”  EPA  is  not  required  to 
consider  these  late  comments. 

If  you  submit  an  electronic  comment, 
EPA  recommends  that  you  include  your 
name,  mailing  address,  and  an  e-mail 
address  or  other  contact  information  in 
the  body  of  your  comment  and  with  any 
disk  or  CD-ROM  you  submit.  This 
ensures  that  you  can  be  identified  as  the 
submitter  of  the  comment  and  allows 
EPA  to  contact  you  in  case  EPA  cannot 
read  your  comment  due  to  technical 
difficulties  or  needs  further  information 
on  the  substance  of  your  comment.  Any 
identifying  or  contact  information 
provided  in  the  body  of  a  comment  will 
be  included  as  part  of  the  comment  that 
is  placed  in  the  official  public  docket, 
and  made  available  in  EPA’s  electronic 
public  docket.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment. 

Use  of  the  http://www.regulations.gov 
Web  site  to  submit  comments  to  EPA 
electronically  is  EPA’s  preferred  method 
for  receiving  comments.  The  electronic 
public  docket  system  is  an  “anonymous 
access”  system,  which  means  EPA  will 
not  know  your  identity,  e-mail  address, 
or  other  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
In  contrast  to  EPA’s  electronic  public 
docket,  EPA’s  electronic  mail  (e-mail) 
system  is  not  an  “anonymous  access” 
system.  If  you  send  an  e-mail  comment 
directly  to  the  Docket  without  going 
through  http://www.regulations.gov, 
your  e-mail  address  is  automatically 
captured  and  included  as  part  of  the 
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comment  that  is  placed  in  the  official 
public  docket,  and  made  available  in 
EPA’s  electronic  public  docket. 

Dated:  August  21,  2009. 

Richard  B.  Ossias, 

Associate  General  Counsel. 

[FR  Doc.  E 9— 20731  Filed  8-26-09;  8:45  am] 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-2009-061 9;  FRL-8432-4] 

Notice  of  Receipt  of  Requests  for 
Amendments  to  Delete  Uses  in  Certain 
Pesticide  Registrations 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  In  accordance  with  section 
6(f)(1)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act 
(FIFRA),  as  amended,  EPA  is  issuing  a 
notice  of  receipt  of  request  for 
amendments  by  registrants  to  delete 
uses  in  certain  pesticide  registrations. 
Section  6(f)(1)  of  FIFRA  provides  that  a 
registrant  of  a  pesticide  product  may  at 
any  time  request  that  any  of  its  pesticide 
registrations  be  amended  to  delete  one 
or  more  uses.  FIFRA  further  provides 
that,  before  acting  on  the  request,  EPA 
must  publish  a  notice  of  receipt  of  any 
request  in  the  Federal  Register. 

DATES:  The  deletions  are  effective  by 
February  23,  2010  or  September  28, 

2009  for  registrations  for  which  the 
registrant  requested  a  waiver  of  the  180- 
day  comment  period.  The  Agency  will 
consider  withdrawal  requests 
postmarked  no  later  than  February  23, 

2010  or  September  28,  2009,  whichever 
is  applicable.  Comments  must  be 
received  on  or  before  February  23,  2010 
or  September  28,  2009,  for  those 


registrations  where  the  180-day 
comment  period  has  been  waived. 

Users  of  these  products  who  desire 
continued  use  on  crops  or  sites  being 
deleted  should  contact  the  applicable 
registrant  on  or  before  February  23,  2010 
or  September  28,  2009  for  registrations 
for  which  the  registrant  requested  a 
waiver  of  the  180-day  comment  period. 

ADDRESSES:  Submit  your  withdrawal 
request,  identified  by  docket 
identification  (ID)  number  EPA-HQ- 
OPP-2009— 0619,  by  one  of  the 
following  methods: 

•  Federal  eRulemaking  Portal:  http// 
www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Mail:  Office  of  Pesticide  Programs 
(OPP)  Regulatory  Public  Docket  (7502P), 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001. 

.•  Delivery:  OPP  Regulatory  Public 
Docket  (7502P),  Environmental 
Protection  Agency,  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  Deliveries 
are  only  accepted  during  the  Docket 
Facility’s  normal  hours  of  operation 
(8:30  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays). 

Special  arrangements  should  be  made 
for  deliveries  of  boxed  information.  The 
Docket  Facility  telephone  number  is 
(703) 305-5805. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
Jamula,  Information  Technology  and 
Resources  Management  Division 
(7502P),  Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001;  telephone  number: 
(703)  305-6426;  e-mail  address: 
jamula.john@epa.gov. 

SUPPLEMENTARY  INFORMATION: 


I.  General  Information 

A.  Does  this  Action  Apply  to  Me? 

This  action  is  directed  to  the  public 
in  general.  Although  this  action  may  be 
of  particular  interest  to  persons  who 
produce  or  use  pesticides,  the  Agency 
has  not  attempted  to  describe  all  the 
specific  entities  that  may  be  affected  by 
this  action.  If  you  have  any  questions 
regarding  the  information  in  this  notice, 
consult  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

B.  How  Can  I  Get  Copies  of  this 
Document  and  Other  Related 
Information? 

1.  Docket.  EPA  has  established  a 
docket  for  this  action  under  docket  ID 
number  EPA-HQ-OPP-2009-061 9. 
Publicly  available  docket  materials  are 
available  either  in  the  electronic  docket 
at  http://www.regulations.gov,  or,  if  only 
available  in  hard  copy,  at  the  Office  of 
Pesticide  Programs  (OPP)  Regulatory 
Public  Docket  in  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  The  hours  of 
operation  of  this  Docket  Facility  are 
from  8:30  a.m.  to  4  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays.  The  Docket  Facility  telephone 
number  is  (703)  305-5805.. 

2.  Electronic  access.'  You  may  access 
this  Federal  Register  document 
electronically  through  the  EPA  Internet 
under  the  “Federal  Register”  listings  at 
h  ttp  ://www.  epa  .gov/fedrgstr. 

II.  What  Action  is  the  Agency  Taking? 

This  notice  announces  receipt  by  the 
Agency  of  applications  from  registrants 
to  delete  uses  in  certain  pesticide 
registrations.  These  registrations  are 
listed  in  Table  1  of  this  unit  by 
registration  number,  product  name, 
active  ingredient,  and  specific  uses 
deleted: 


Table  1  .—Registrations  With  Requests  for  Amendments  to  Delete  Uses  in  Certain  Pesticides 


EPA  Reg.  No. 

Product  Name 

Active  Ingredient 

Delete  From  Label 

001001-00077 

Protect  DF 

Mancozeb 

Athletic  Fields,  Residential  Lawns 
and  Turf,  and  Pachysandra 

009198-00196 

Fertilizer  with  TGR  Poa  Annua 
Control 

Paclobutrazol 

Home/Residential  Lawns 

009198-00199 

TGR  Winter  overseeding 

Enhancer 

Paclobutrazol 

Home/Residential  Lawns 

009198-00205 

Anderson’s  Golf  Products  Turf 
Enhancer  2SC 

Paclobutrazol 

Home/Residential  Lawns 

009198-00215 

The  Anderson’s  Fertilizer  with 
0.25%  Paclobutrazol 

Paclobutrazol 

Home/Residential  Lawns 

r 
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Table  1 —Registrations  With  Requests  for  Amendments  to  Delete  Uses  in  Certain  Pesticides— Continued 


EPA  Reg.  No. 

Product  Name 

Active  Ingredient 

Delete  From  Label 

059106-00006 

BIO-CLEAR  2000 

2-2-Dibromo-3-nitrilopropionamide 

Once-Through  Cooling  Towers; 
Food  Contact  Paper  Mill  Appli¬ 
cations 

062719-00539 

Spinetoram  Technical 

Spinetoram 

Sorghum  and  Millet 

062719-00541 

DELEGATE  WG 

Spinetoram 

Sorghum  and  Millet 

062719-00545 

RADIANT  SC 

Spinetoram 

Sorghum  and  Millet 

081964-00002 

Acephate  75%  SP 

Acephate 

Residential  Turf 

Users  of  these  products  who  desire 
continued  use  on  crops  or  sites  being 
deleted  should  contact  the  applicable 
registrant  before  February  23,  2010  or 
September  28,  2009  for  registrations  for 
which  the  registrant  requested  a  waiver 
of  the  180-day  comment  period  to 
discuss  withdrawal  of  the  application 
for  amendment.  This  time  period  will 
also  permit  interested  members  of  the 
public  to  intercede  with  registrants  prior 
to  the  Agency’s  approval  of  the  deletion. 

A  request  to  waive  the  180-day 
comment  period  has  been  received  for 
the  following  registrations:  001001- 
00077; 059106-00006;  062719-00539; 
062719-00541;  062719-00545;  081964- 
00002. 

Table  2  of  this  unit  includes  the 
names  and  addresses  of  record  for  all 
registrants  of  the  products  listed  in 
Table  1  of  this  unit,  in  sequence  by  EPA 
company  number. 


Table  2— Registrants  Requesting 
Amendments  to  Delete  Uses  in 
Certain  Pesticide  Products 


EPA  Company 
no. 

Company  Name  and 
Address 

000264 

Bayer  CropsScience 

LP, 

2  T.W.  Alexander  Drive, 
Research  Triangle 

Park,  NC  27709. 

000769 

Value  Gardens  Supply, 

LLC, 

P.O.  Box  585, 

Saint  Joseph,  MO 

64502. 

001001 

Cleary  Chemicals,  LLC, 

178  Ridge  Road,  Suite 

A, 

Dayton,  NJ  08810- 
0010. 

Table  2— Registrants  Requesting 
Amendments  to  Delete  Uses  in 
Certain  Pesticide  Products— 
Continued 


EPA  Company 
no. 

Company  Name  and 
Address 

005481 

AMVAC  Chemical  Cor¬ 
poration, 

4695  Macarthur  Court, 

Suite  1250, 

Newport  Beach,  CA 
92660-1706. 

059106 

Clearwater  Inter¬ 
national,  LLC, 

51 5  Post  Oak  Boule¬ 
vard, 

Houston,  TX  77027. 

062719 

Dow  AgroSciences 

LLC, 

9330  Zionsville  Rd. 

308/2E, 

Indianapolis,  IN  46268- 
1054. 

081964 

Chemstarr,  LLC, 

21  Hubble, 

Irvine,  CA  92618. 

III.  What  is  the  Agency’s  Authority  for 
Taking  this  Action? 

Section  6(f)(1)  of  FIFRA  provides  that 
a  registrant  of  a  pesticide  product  may 
at  any  time  request  that  any  of  its 
pesticide  registrations  be  amended  to 
delete  one  or  more  uses.  The  FIFRA 
further  provides  that,  before  acting  on 
the  request,  EPA  must  publish  a  notice 
of  receipt  of  any  such  request  in  the 
Federal  Register.  Thereafter,  the 
Administrator  may  approve  such  a 
request. 

IV.  Procedures  for  Withdrawal  of 
Request 

Registrants  who  choose  to  withdraw  a 
request  for  use  deletion  must  submit  the 
withdrawal  in  writing  to  John  Jamula 
using  the  methods  iri  ADDRESSES. 
Requests  for  withdrawal  must  be 
received  on  or  before  February  23,  2010 


or  September  2 8,. 2 009,  for  those 
registrations  where  the  180-day 
comment  period  has  been  waived. 

V.  Provisions  for  Disposition  of  Existing 
Stocks 

The  Agency  has  authorized  the 
registrants  to  sell  or  distribute  product 
under  the  previously  approved  labeling 
for  a  period  of  18  months  after  approval 
of  the  revision,  unless  other  restrictions 
have  been  imposed,  as  in  special  review 
actions. ' 

List  of  Subjects 

Environmental  protection,  Pesticides 
and  pests. 

Dated:  August  19,  2009. 

Kathryn  Bouve 

Acting  Director,  Information  Technology  and 
Resources  Management  Division,  Office  of 
Pesticide  Programs. 

[FR  Doc.  E 9-20719  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6560-50-S 


FEDERAL  COMMUNICATIONS 
COMMISSION 

Notice  of  Public  Information 
Collection(s)  Being  Submitted  for 
Review  and  Approval  to  the  Office  of 
Management  and  Budget  (OMB), 
Comments  Requested 

August  24,  2009. 

SUMMARY:  The  Federal  Communications 
Commission,  as  part  of  its  continuing 
effort  to  reduce  paperwork  burden 
invites  the  general  public  and  other 
Federal  agencies  to  take  this 
opportunity  to  comment  on  the 
following  information  collection(s),  as 
required  by  the  Paperwork  Reduction 
Act  (PRA)  of  1995,  44  U.S.C.  3501-3520. 
An  agency  may  not  conduct  or  sponsor 
a  collection  of  information  unless  it 
displays  a  currently  valid  control 
number.  No  person  shall  be  subject  to 
any  penalty  for  failing  to  comply  with 
a  collection  of  information  subject  to  the 
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Paperwork  Reduction  Act  (PRA)  that 
does  not  display  a  valid  control  number. 
Comments  are  requested  concerning  (a) 
whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
Commission,  including  whether  the 
information  shall  have  practical  utility; 
(b)  the  accuracy  of  the  Commission’s 
burden  estimate;  (c)  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  collected;  and  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  the  respondents, 
including  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology. 

DATES:  Written  Paperwork  Reduction 
Act  (PRA)  comments  should  be 
submitted  on  or  before  September  28, 
2009.  If  you  anticipate  that  you  will  be 
submitting  PRA  comments,  but  find  it 
difficult  to  do  so  within  the  period  of 
time  allowed  by  this  notice,  you  should 
advise  the  FCC  contact  listed  below  as 
soon  as  possible. 

ADDRESSES:  Direct  all  PRA  comments  to 
Nicholas  A.  Fraser,  Office  of 
Management  and  Budget,  via  fax  at  202- 
395-5167  or  the  Internet  at 
NichoIas_A._Fraser@omb.eop.gov,  and 
to  Judith-B.Herman@fcc.gov,  Federal 
Communications  Commission,  and  an 
email  to  PRA@fcc.gov.  To  view  a  copy 
of  this  information  collection  request 
(ICR)  submitted  to  OMB:  (1)  Go  to  the 
web  page  http://reginfo.gov/public/do/ 
PRAMain,  (2)  look  for  the  section  of  the 
web  page  called  “Currently  Under 
Review”,  (3)  click  on  the  downward¬ 
pointing  arrow  in  the  “Select  Agency” 
box  below  the  “Currently  Under 
Review”  heading,  (4)  select  “Federal 
Communications  Commission”  from  the 
list  of  agencies  presented  in  the  “Select 
Agency”  box,  (5)  click  the  “Submit” 
button  to  the  right  of  the  “Select 
Agency”  box,  and  (6)  when  the  list  of 
FCC  ICRs  currently  under  review 
appears,  look  for  the  title  of  this  ICR  (or 
its  OMB  Control  Number,  if  there  is  one) 
and  then  click  on  the  ICR  Reference 
Number  to  view  detailed  information 
about  this  ICR. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

additional  information  or  copies  of  the 
information  collection(s),  contact  Judith 
B.  Herman  at  202-418-0214  or  via  the 
Internet  at  Judith-B.Herman@fcc.gov. 
SUPPLEMENTARY  INFORMATION:  The 
Commission  is  seeking  emergency 
processing  of  this  information  collection 
by  September  8,  2009. 

OMB  Control  Number:  3060-XXXX. 

Title:  First  Responder  Emergency 
Contact  Information  in  the  Universal 
Licensing  System  (ULS). 

Form  No.:  N/A. 


Type  of  Review:  New  collection. 

Respondents:  Business  or  other  for- 
profit,  not-for-profit  institutions  and 
state,  local  or  tribal  government. 

Number  of  Respondents:  133,095 
respondents;  133,095  responses. 

Estimated  Time  per  Response:  25 
hours  (15  minutes). 

Frequency  of  Response:  On  occasion 
reporting  requirement. 

Obligation  to  Respond:  Voluntary. 
There  is  no  statutory  authority  for  this 
information  collection. 

Total  Annual  Burden:  36,601  hours. 

Total  Annual  Cost:  N/A. 

Privacy  Act  Impact  Assessment:  No. 

Nature  and  Extent  of  Confidentiality: 

Needs  and  Uses:  The  Commission 
will  submit  this  new  information 
collection  (IC)  to  the  OMB  under  their 
emergency  processing  provisions  in  5 
CFR  1320.13.  The  Commission  is 
requesting  OMB  approval  by  September 
8,  2009  so  that  the  information  will  be 
available  for  Commission  use  during  the 
latter  half  (and  most  severe  period)  of 
the  hurricane  season. 

The  Public  Safety  and  Homeland 
Security  Bureau  (PSHSB)  of  the  Federal 
Communications  Commission  enhanced 
the  existing  Universal  Service  Licensing 
System  (ULS)  to  collect  operational 
point  of  contact  information  from  public 
safety  and  non-public  safety  licensees 
designated  as  emergency  first 
responders  responsible  for  coordinating 
with  state,  county  and  local  authorities 
during  times  of  emergency.  The  process 
of  procuring  and  maintaining  spectrum 
using  the  ULS  remains  intact  and 
requires  no  additional  training  for 
licensees  to  participate  in  this  voluntary 
collection.  This  enhancement  to  ULS  to 
collect  operational  point  of  contact 
information  will  enable  Commission 
staff  to  more  effectively  provide 
immediate  assistance  and  outreach  to 
licensees  during  times  of  emergency. 
Using  this  information,  the  Bureau  will 
be  able  to  coordinate  among  licensees  in 
given  geographic  areas  to  make  more 
wireless  radio  service  available  to 
emergency  first  responders  and 
emergency  operations. 

Public  safety  licensees  and  non-public 
safety  licensees  designated  as 
emergency  first  responders  operating 
pursuant  to  Part  90  of  the  Commission’s 
rules  should  identify  the  following 
information  regarding  the  operational 
point  of  contact  for  the  licensee  directly 
responsible  for  coordinating  with  the 
state,  county,  and/or  local  emergency 
authorities.  They  will  enter  the 
following  information  in  the  ULS 
system: 

(1)  Name  and  title; 

(2)  Office  telephone  number; 

(3)  Mobile  telephone  number,  and 


(4)  E-mail  address. 

Once  the  emergency  request  is 
approved  by  OMB,  the  Bureau  will  issue 
a  Public  Notice  with  step-by-step 
instructions  on  how  to  use  the  enhanced 
features  made  available  to  licensees  to 
provide  this  information. 

Federal  Communications  Commission. 
William  F.  Caton, 

Deputy  Secretary. 

[FR  Doc.  E 9— 20670  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6712-01-P 


FEDERAL  RESERVE  SYSTEM 

Change  in  Bank  Control  Notices; 
Acquisition  of  Shares  of  Bank  or  Bank 
Holding  Companies 

The  notificants  listed  below  have 
applied  under  the  Change  in  Bank 
Control  Act  (12  U.S.C.  181 7(j))  and 
§  225.41  of  the  Board’s  Regulation  Y  (12 
CFR  225.41)  to  acquire  a  bank  or  bank 
holding  company.  The  factors  that  are 
considered  in  acting  on  the  notices  are 
set  forth  in  paragraph  7  of  the  Act  (12 
U.S.C.  1817(j)(7)). 

The  notices  are  available  for 
immediate  inspection  at  the  Federal 
Reserve  Bank  indicated.  The  notices 
also  will  be  available  for  inspection  at 
the  office  of  the  Board  of  Governors. 
Interested  persons  may  express  their 
views  in  writing  to  the  Reserve  Bank 
indicated  for  that  notice  or  to  the  offices 
of  the  Board  of  Governors.  Comments 
must  be  received  not  later  than 
September  14,  2009. 

A.  Federal  Reserve  Bank  of 
Minneapolis  (Jacqueline  G.  King, 
Community  Affairs  Officer)  90 
Hennepin  Avenue,  Minneapolis, 
Minnesota  55480-0291: 

1 .  Melissa  I.  Brooks  and  Erik  K. 
Brooks,  both  of  Eden  Prairie,  Minnesota, 
to  join  a  group  acting  in  concert  with 
Kenneth  Brooks,  Eden  Prairie, 
Minnesota  (individually  and  as  trustee 
of  the  Signature  Bancshares,  Inc. 
Employee  Stock  Ownership  Plan  and 
Trust,  Minnetonka,  Minnesota)  and 
Roger  Brooks,  Boulder,  Colorado;  to 
retain  control  of  Signature  Bancshares, 
Inc.,  Minnetonka,  Minnesota,  and 
thereby  indirectly  retain  control  of 
Signature  Bank,  Minnetonka, 

Minnesota. 

Board  of  Governors  of  the  Federal  Reserve 
System,  August  24,  2009. 

Robert  deV.  Frierson, 

Deputy  Secretary  of  the  Board. 

[FR  Doc.  E 9— 20680  Filed  8-26-09;  8:45  am] 
BILLING  CODE  621 0-01 -S 
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FEDERAL  RESERVE  SYSTEM 

Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Holding  Companies 

The  companies  listed  in  this  notice., 
have  applied  to  the  Board  for  approval, 
pursuant  to  the  Bank  Holding  Company 
Act  of  1956  (12  U.S.C.  1841  et  seq.) 

(BHC  Act),  Regulation  Y  (12  CFR  Part 
225),  and  all  other  applicable  statutes 
and  regulations  to  become  a  bank 
holding  company  and/or  to  acquire  the 
assets  or  the  ownership  of,  control  of,  or 
the  power  to  vote  shares  of  a  bank  or 
bank  holding  company  and  all  of  the 
banks  and  nonbanking  companies  * 
owned  by  the  bank  holding  company, 
including  the  companies  listed  below. 

The  applications  listed  below,  as  well 
as  other  related  filings  required  by  the 
Board,  are  available  for  immediate 
inspection  at  the  Federal  Reserve  Bank 
indicated.  The  applications  also  will  be 
available  for  inspection  at  the  offices  of 
the  Board  of  Governors.  Interested 
persons  may  express  their  views  in 
writing  on  the  standards  enumerated  in 
the  BHC  Act  (12  U.S.C.  1842(c)).  If  the 
proposal  also  involves  the  acquisition  of 
a  nonbanking  company,  the  review  also 
includes  whether  the  acquisition  of  the 
nonbanking  company  complies  with  the 
standards  in  section  4  of  the  BHC  Act 
(12  U.S.C.  1843).  Unless  otherwise 
noted,  nonbanking  activities  will  be 
conducted  throughout  the  United  States. 
Additional  information  on  all  bank 
holding  companies  may  be  obtained 
from  the  National  Information  Center 
website  at  www.ffiec.gov/nic/. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  September  22, 
2009. 

A.  Federal  Reserve  Bank  of  Atlanta 

(Steve  Foley,  Vice  President)  1000 
Peachtree  Street,  N.E.,  Atlanta,  Georgia 
30309: 

1 .  USAmeriBancorp,  Inc.,  Largo, 
Florida;  to  acquire  49.7  percent  of  the 
outstanding  voting  shares  of  Aliant 
Financial  Corporation  and  thereby 
indirectly  acquire  Aliant  Bank,  both  of 
Alexander  City,  Alabama. 

B.  Federal  Reserve  Bank  of  San 
Francisco  (Kenneth  Binning,  Vice 
President,  Applications  and 
Enforcement)  101  Market  Street,  San 
Francisco,  California  94105-1579: 

1.  Franklin  Resources,  Inc.,  San 
Mateo,  California;  to  acquire  20.4 
percent  of  the  voting  shares  of  Guaranty 
Bancorp  and  thereby  indirectly  acquire 
Guaranty  Bank  and  Trust  Company, 
both  of  Denver,  Colorado. 


Board  of  Governors  of  the  Federal  Reserve 
System,  August  24,  2009. 

Robert  deV.  Frierson, 

Deputy  Secretary  of  the  Board. 

[FR  Doc.  E9-20681  Filed  8-26-09;  8:45  am] 
BILLING  CODE  621 0-01 -S 


GENERAL  SERVICES 
ADMINISTRATION 

Notice  of  Intent  to  Prepare  an 
Environmental  Impact  Statement  for 
Construction  of  a  New  Land  Port  of 
Entry,  International  Falls,  Koochiching 
County,  Minnesota 

AGENCY:  Public  Buildings  Service,  GSA. 
ACTION:  Notice  of  Intent. 

SUMMARY:  The  General  Services 
Administration  (GSA)  announces  its 
intent  to  prepare  an  Environmental 
Impact  Statement  (EIS)  under  the 
National  Environmental  Policy  Act 
(NEPA)  of  1969  to  analyze  the  potential 
impacts  of  the  construction  of  a  new 
Land  Port  of  Entry  (LPOE)  facility  in 
International  Falls,  Minnesota  (the 
“Proposed  Action”).  At  the  request  of 
U.S.  Customs  and  Border  Protection 
(CBP),  the  GSA  is  proposing  to  construct 
a  new  LPOE  that  meets  U.S.  Department 
of  Homeland  Security  needs  and  the 
design  requirements  of  the  GSA.  The 
existing  LPOE,  which  was  built  in  1993, 
no  longer  meets  the  space  and 
operational  requirements  of  CBP  or  the 
Food  and  Drug  Administration,  a  new 
tenant. 

DATES:  Effective  Date:  August  27,  2009. 
ADDRESSES:  Written  comments  or 
suggestions  concerning  the  scope  of  the 
EIS  should  be  sent  to  Glenn  H.  Wittman, 
Regional  Environmental  Quality 
Advisor,  GSA  Public  Buildings  Service, 
Design  &  Construction  Division,  230  S. 
Dearborn  St.,  DCD-5PM,  Chicago, 
Illinois  60604. 

FOR  FURTHER  INFORMATION  CONTACT 

Glenn  H.  Wittman  by  phone  at  (312) 
353-6871,  or  by  email  at 
glenn .  wittman@gsa.gov. 

SUPPLEMENTARY  INFORMATION:  The 

Proposed  Action  has  been  defined  and 
will  include:  (a)  identification  of  land 
requirements,  including  acquisition  of 
adjoining  or  nearby  land;  (b) 
construction  of  a  main  administration 
building,  vehicle  and  cargo  inspection 
areas,  and  ancillary  support  buildings; 
and  (c)  consequent  potential  alterations 
to  secondary  roads. 

Alternatives  to  be  identified  and 
studied  will  include  alternative 
locations  for  the  components  of  the 
LPOE  including  the  buildings  and 
inspection  areas,  the  associated  roadway 


network,  and  traffic.  A  No-Action 
alternative  will  be  studied  that  will 
evaluate  the  consequences  of  not 
constructing  the  new  facility.  This 
alternative  is  included  to  provide  a  basis 
for  comparison  to  the  action  alternatives 
described  above  as  required  by  NEPA 
regulations  [40  CFR  1502.14(d)]. 

The  GSA  invites  individuals, 
organizations,  and  agencies  to  submit 
comments  concerning  the  scope  of  the 
EIS.  An  informal  open  house  followed 
by  a  formal  presentation  and  public 
comment  meeting  will  be  held  from 
2:30—6:00  and  7:00-8:30  PM  on 
Tuesday,  September  15,  2009,  at  Rainy 
River  Community  College,  1501 
Highway  71,  International  Falls,  MN. 
The  public  scoping  period  starts  with 
the  publication  of  this  notice  in  the 
Federal  Register  and  continues  for  45 
days  from  the  date  of  this  notice.  The 
GSA  will  consider  all  comments 
received  or  postmarked  by  that  date  in 
defining  the  scope  of  the  EIS. 

The  GSA  expects  to  issue  a  Draft  EIS 
in  2009  at  which  time  its  availability 
will  be  announced  in  the  Federal 
Register  and  local  media.  A  public 
comment  period  will  commence  upon 
publication  of  the  Notice  of  Availability. 
The  GSA  will  consider  and  respond  to 
comments  received  on  the  Draft  EIS  in 
preparing  the  Final  EIS. 

August  18,  2009 
J.  David  Hood, 

Regional  Commissioner,  Public  Buildings 
Service,  Great  Lakes  Region. 

[FR  Doc.  E9-20702  Filed  8-26-09;  8:45  am] 

BILLING  CODE  6820-A9-S 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Center  for  Complementary  & 
Alternative  Medicine;  Notice  of  Closed 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 
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Name  of  Committee:  National  Center  for 
Complementary  and  Alternative  Medicine 
Special  Emphasis  Panel;  RFA  AT09-003 
Tools  for  assessing  manual  therapies  (SBIR). 
Date:  September  23,  2009. 

Time:  12  p.m.  to  4  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  Two 
Democracy  Plaza,  6707  Democracy 
Boulevard,  Bethesda,  MD  20892,  (Telephone 
Conference  Call). 

Contact  Person:  Ray  Bramhall,  PhD, 
Scientific  Review  Officer,  National  Center  for 
Complementary  and  Alternative  Medicine, 
6707  Democracy  Blvd.,  Suite  401,  Bethesda, 
MD  20892,  bramhallr@mail.nih.gov. 
(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.213,  Research  and  Training 
in  Complementary  and  Alternative  Medicine, 
National  Institutes  of  Health,  HHS) 

Dated:  August  20,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-20629  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Amended 
Notice  of  Meeting 

Notice  is  hereby  given  of  a  change  in 
the  meeting  of  the  Center  for  Scientific 
Review  Special  Emphasis  Panel,  August 
10,  2009,  8:30  AM  to  August  11,  2009, 
6:00  PM,  The  George  Washington 
University  Inn,  824  New  Hampshire 
Avenue,  NW.,  Washington,  DC,  20037 
which  was  published  in  the  Federal 
Register  on  July  27,  2009,  74  FR  37042. 

The  meeting  will  be  held  August  27, 
2009  to  August  28,  2009  at  The  River 
Inn,  924  25th  Street,  NW.,  Washington, 
DC  20037.  The  meeting  time  remains 
the  same.  The  meeting  is  closed  to  the 
public. 

Dated:  August  20,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E 9— 20628  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Notice  of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 


amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel;  Member 
Conflicts:  Auditory  and  Vestibular 
Neuroscience. 

Date:  September  9-10,  2009. 

Time:  8  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Virtual  Meeting). 

Contact  Person:  John  Bishop,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5180, 
MSC  7844,  Bethesda,  MD  20892,  (301)  435- 
1250,  bishopj@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel;  Parasites 
and  Vectors. 

Date:  September  22-23,  2009. 

Time:  8:30  a.m.  to  6  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Virtual  Meeting). 

Contact  Person:  Fouad  A.  El-Zaatari,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3206, 
MSC  7808,  Bethesda,  MD  20814-9692,  (301) 
435—1149,  elzaataf@csr.nih.gov. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel;  Members 
Conflict. 

Date:  September  24,  2009. 

Time:  1  p.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Virtual  Meeting). 

Contact  Person:  Jose  Fernando  Arena,  PhD, 
MD,  Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rocldedge  Drive,  Room  3135, 
MSC  7770,  Bethesda,  MD  20892,  301-435- 
1735,  arenaj@mail.nih.gov. 

Name  of  Committee:  Risk,  Prevention  and 
Health  Behavior  Integrated  Review  Group; 
Psychosocial  Risk  and  Disease  Prevention 
Study  Section. 

Date:  September  28-29,  2009. 


Time:  8  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Embassy  Suites  at  the  Chevy  Chase 
Pavilion,  4300  Military  Road,  NW., 
Washington,  DC  20015. 

Contact  Person:  Martha  Faraday,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3110, 
MSC  7808,  Bethesda,  MD  20892,  301-435- 
3575,  faradaym@csr.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.306,  Comparative  Medicine; 
93.333,  Clinical  Research,  93.306,  93.333, 
93.337,  93.393-93.396,  93.837-93.844, 
93.846-93.878,  93.892,  93.893,  National 
Institutes  of  Health,  HHS) 

Dated:  August  20,  2009. 

Jennifer  Spaeth,  . 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9— 20627  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Substance  Abuse  and  Mental  Health 
Services  Administration 

Center  for  Substance  Abuse 
Treatment;  Notice  of  Meeting 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  that  the 
Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMHSA) 
Center  for  Substance  Abuse  Treatment 
(CSAT)  National  Advisory  Council  will 
meet  on  September  8,  2009  from  3  p.m. 
to  4  p.m.  via  teleconference. 

The  meeting  will  include  discussion 
and  evaluation  of  grant  applications 
reviewed  by  Initial  Review  Groups. 
Therefore,  the  meeting  will  be  closed  to 
the  public  as  determined  by  the 
Administrator,  SAMHSA,  in  accordance 
with  Title  5  U.S.C.  552b(c)(6)  and  5 
U.S.C.  App.  2,  Section  10(d). 

Substantive  program  information,  a 
summary  of  the  meeting  and  a  roster  of 
Council  members  may  be  obtained  as 
soon  as  possible  after  the  meeting,  either 
by  accessing  the  SAMHSA  Committee 
Web  site  at  www.nac.samhsa.gov,  or  by 
contacting  CSAT  National  Advisory 
Council’s  Designated  Federal  Official, 
Ms.  Cynthia  Graham  (see  contact 
information  below). 

Committee  Name:  SAMHSA  Center  for 
Substance  Abuse  Treatment  National 
Advisory  Council. ' 

Dates/Times/Types:  September  8,  2009, 
from  3  p.m.  to  4  p.m.:  CLOSED. 

Place:  SAMHSA  Building,  1  Choke  Cherry 
Road,  Great  Falls  Room,  Rockville,  Maryland 
20857. 

Contact:  Cynthia  Graham,  M.S.,  Designated 
Federal  Official,  SAMHSA  CSAT  National 
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Advisory  Council,  1  Choke  Cherry  Road, 
Room  5-1035,  Rockville,  Maryland  20857, 
Telephone:  (240)  276-1692,  Fax:  (240)  276- 
1690,  E-mail: 

cynthia.graham@samhsa.hhs.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Toian  Vaughn, 

Committee  Management  Officer,  Substance 
Abuse  and  Mental  Health  Services 
A  dministra  tion . 

[FR  Doc.  E 9— 20653  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4162-20-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  For  Scientific  Review;  Notice  of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel.  DKUS 
Conflicts. 

Date:  September  1,  2009. 

Time:  10  a.m.  to  11  a.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892. 
(Telephone  Conference  Call). 

Contact  Person:  Ryan  G.  Morris,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  4205, 
MSC  7814,  Bethesda,  MD  20892.  301-435- 
1501.  morrisr@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle.  » 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel.  Eclectic 
Review. 

Date:  September  1,  2009. 

Time:  12  p.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892. 
(Telephone  Conference  Call). 


Contact  Person:  Rolf  Menzel,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  3196, 
MSC  7808,  Bethesda,  MD  20892.  301-435- 
0952.  menzelro@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel.  UKGD 
Member  Conflicts. 

Date:  September  2,  2009. 

Time:  2  p.m.  to  3:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892. 
(Telephone  Conference  Call). 

Contact  Person:  Bonnie  L.  Burgess-Beusse, 
PhD,  Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  2182, 
MSC  7818,  Bethesda,  MD  20892.  301-435- 
1783.  beusseb@mail.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.306,  Comparative  Medicine; 
93.333,  Clinical  Research,  93.306,  93.333, 
93.337,  93.393-93.396,  93.837-93.844, 
93.846-93.878,  93.892,  93.893,  National 
Institutes  of  Health,  HHS) 

Dated:  August  17,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E 9— 20630  Filed  8-26-09;  8:45  am] 

BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review; 
Cancellation  of  Meeting 

Notice  is  hereby  given  of  the 
cancellation  of  the  Center  for  Scientific 
Review  Special  Emphasis  Panel, 

October  1,  2009,  8  a.m.  to  October  2, 
2009,  2:00  p.m.,  Bethesda  Marriott,  5151 
Pooks  Hill  Road,  Bethesda,  MD  20814 
which  was  published  in  the  Federal 
Register  on  August  13,  2009,  74  FR 
40823-40824. 

The  meeting  was  cancelled  due  to 
administration  problems. 

Dated:  August  20,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E 9— 20631  Filed  8-26-09;  8:45  am] 

BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Drug  Abuse; 

Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  contract  proposals  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  contract 
proposals,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel,  Out- 
Patient  Drug  Treatment  Research  Clinic 
(9913). 

Date:  October  6,  2009. 

Time:  9:30  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  Courtyard  by  Marriott  Rockville, 
2500  Research  Boulevard,  Rockville,  MD 
20850. 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.279,  Drug  Abuse  and 
Addiction  Research  Programs,  National 
Institutes  of  Health,  HHS) 

Dated:  August  20,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E 9— 20632  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4140-01-M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Drug  Abuse; 
Notice  of  Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
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the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel 
Economic  Studies  of  Health  Insurance 
Coverage  on  Drug  Abuse  Treatment. 

Date:  September  23,  2009. 

Time:  1:30  p.m.  to  4  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852. 
(Telephone  Conference  Call) 

Contact  Person:  Meenaxi  Hiremath,  PhD, 
Health  Scientist  Administrator,  Office  of 
Extramural  Affairs,  National  Institute  on 
Drug  Abuse,  National  Institutes  of  Health, 
DHHS,  6101  Executive  Blvd.,  Suite  220,  MSC 
8401,  Bethesda,  MD  20892,  301^402-7964, 
mh392g@nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Initial  Review  Group,  Health 
Services  Research  Subcommittee. 

Date:  October  6-7,  2009. 

Time:  8:30  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  The  Madison  Hotel,  1177  15th  St., 
NW„  Washington,  DC  20005. 

Contact  Person:  Meenaxi  Hiremath,  PhD, 
Health  Scientist  Administrator,  Office  of 
Extramural  Affairs,  National  Institute  on 
Drug  Abuse,  National  Institutes  of  Health, 
DHHS,  6101  Executive  Blvd.,  Suite  220,  MSC 
8401,  Bethesda,  MD  20892,  301-402-7964, 
mh392g@nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Initial  Review  Group,  Training 
and  Career  Development  Subcommittee. 

Date:  November  3-5,  2009. 

Time:  8  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Ritz  Carlton  Hotel,  1150  22nd  Street, 
NW„  Washington,  DC  20037. 

Contact  Person:  Eliane  Lazar-Wesley,  PhD, 
Health  Scientist  Administrator,  Office  of 
Extramural  Affairs,  National  Institute  on 
Drug  Abuse,  NIH,  DHHS,  6101  Executive 
Boulevard,  Room  220,  MSC  8401,  Bethesda, 
MD  20892-8401,  301-151-4530, 
el6r@nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
,  Program  Nos.  93.279,  Drug  Abuse  and 
Addiction  Research  Programs,  National 
Institutes  of  Health,  HHS) 


Dated:  August  20,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-20633  Filed  8-26-09;  8:45  am] 

BILUNG  CODE  4140-01-M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-2009-N-0667] 

[FDA  09-209-RH-03MOU] 

Memorandum  of  Understanding 
Between  the  Food  and  Drug 
Administration,  National  Center  for 
Toxicological  Research,  and  the  Air 
Force  Research  Laboratory,  711 
Human  Performance  Wing,  Human 
Effectiveness  Directorate,  Biosciences 
and  Protection  Division,  for  Toxicity  of 
Nanomateriais 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  providing 
notice  of  a  memorandum  of 
understanding  (MOU)  between  FDA  and 
the  Air  Force  Research  Laboratory.  This 
Memorandum  of  Understanding  (MOU) 
between  the  Food  and  Drug 
Administration,  National  Center  for 
Toxicological  Research  (NCTR),  and  the 
Air  Force  Research  Laboratory,  711 
Human  Performance  Wing,  Human 
Effectiveness  Directorate,  Biosciences 
and  Protection  Division,  Applied 
Biotechnology  Branch  (711  HPW/RHPB) 
(hereinafter  referred  to  as  “the  Parties”), 
sets  forth  the  agreement  of  the  Parties  to 
facilitate  information  sharing  in  the  area 
of  toxicogenomic  and  computational 
toxicology  research.  Through  the 
exchange  of  information,  the  Parties 
intend  to  coordinate  research  efforts  so 
as  to  identify  and  expedite  research  and 
development  of  new  tools  and 
technologies  that  can  be  implemented 
that  promote  new  understanding  of  the 
mechanisms  of  biological  responses  to 
environmental  stressors,  including  toxic 
injury,  and  to  identify  biomarkers  of 
exposure  and  disease  that  can  be  used 
to  improve  and  protect  human  health. 
DATES:  The  agreement  became  effective 
July  28,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 


Points  of  Contact:  The  following  are 
Responsible  Officers  in  NCTR  and  71 1 
HPW/RHP: 

(1)  For  NCTR:  William  Slikker,  Jr., 
Director,  National  Center  for 
Toxicological  Research,  Food  and  Drug 
Administration,  3900  NCTR  Rd., 
Jefferson,  AR  72079-9501,  phone:  870- 
543-7950,  fax:  870-543-7576,  e-mail: 
william.slikker@fda.hhs.gov. 

(2)  For  711  HPW/RHPB:  John  J. 
Schlager,  Chief,  Applied  Biotechnology 
Branch,  2729  R  St.,  Wright-Patterson 
AFB,  OH  45433-5707,  phone:  937-904- 
9570,  fax:  937-255-1474,  e-mail: 
john.  schlager@wpafb.af.mil. 

Points  of  Contact:  The  following  are 
Principal  Investigators  in  NCTR  and  71 1 
HPW/RHP: 

(1)  For  NCTR:  Syed  F.  Ali,  Senior 
Biomedical  Research  Scientist,  National 
Center  for  Toxicological  Research,  Food 
and  Drug  Administration,  3900  NCTR 
Rd.,  Jefferson,  AR  72079-9501,  phone: 
870-543-7123,  fax:  870-543-7745,  e- 
mail:  syed.ali@fda.hhs.gov. 

(2)  For  711  HPW/RHPB:  Saber  M. 
Hussain,  Scientist,  Group  Lead, 
Biological  Interaction  of  Nanomateriais, 
2729  R  St.,  Wright-Patterson  AFB,  OH 
45433-5707,  phone:  937-904-9517,  fax: 
937-904-9610,  e-mail: 
saber.hussain@wpafb.af.mil. 

Points  of  Contact:  The  following  are 
points  of  contact  for  Agreement 
Administration  in  NCTR  and  71 1  HPW: 

(1)  For  NCTR:  Thomas  J.  Flammang, 
Deputy  Director,  Office  of  Research, 
National  Center  for  Toxicological 
Research,  Food  and  Drug 
Administration,  3900  NCTR  Rd., 
Jefferson,  AR  72079-9501,  phone:  870- 
543-7291,  fax:  870-543-7576,  e-mail: 
thomas.flammang@fda.hhs.gov. 

(2)  For  711  HPW/XPO:  James  D. 
Kearns,  Technology  Transfer  Manager, 
2610  Seventh  St.,  Wright-Patterson  AFB, 
OH  45433-7901,  phone:  937-255-3765, 
fax:  937-255-7215,  e-mail: 
jim.keams@wpafb.af.mil. 

SUPPLEMENTARY  INFORMATION:  In 

accordance  with  21  CFR  20.108(c), 
which  states  that  all  written  agreements 
and  MOUs  between  FDA  and  others 
shall  be  published  in  the  Federal 
Register,  the  agency  is  publishing  notice 
of  this  MOU. 

Dated:  August  18,  2009. 

David  Horowitz, 

Assistant  Commissioner  for  Policy. 
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09-209-RH-03MOU 


MEMORANDUM  OF  UNDERSTANDING 

'  Between 

U.S.  FOOD  AND  DRUG  ADMINISTRATION 
NATIONAL  CENTER  FOR  TOXICOLOGICAL  RESEARCH 

And 

AIR  FORCE  RESEARCH  LABORATORY 
711  HUMAN  PERFORMANCE  WING 
HUMAN  EFFECTIVENESS  DIRECTORATE 
BIOSCIENCES  AND  PROTECTION  DIVISION 

For 

TOXICITY  OF  NANOMATERIALS 


I.  Purpose,  Goals  and  Objectives 

Purpose:  This  Memorandum  of  Understanding  (MOU)  between  the  U.S.  Food  and  Drug 
Administration,  National  Center  for  Toxicological  Research  (“NCTR”),  and  the  Air  Force  Research 
Laboratory,  7 1 1  Human  Performance  Wing,  Human  Effectiveness  Directorate,  Biosciences  and 
Protection  Division,  Applied  Biotechnology  Branch  (“71 1  HPW/RHPB”),  (hereinafter  referred  to  as 
“ the  Parties")  sets  forth  the  agreement  of  the  Parties  to  facilitate  information  sharing  in  the  area  of 
toxicogenomic  and  computational  toxicology  research.  Through  the  exchange  of  information,  the 
Parties  intend  to  coordinate  research  efforts  so  as  to  identify  and  expedite  research  and  development 
of  new  tools  and  technologies  that  can  be  implemented  that  promote  new  understanding  of  the 
mechanisms  of  biological  responses  to  environmental  stressors,  including  toxic  injury,  and  to  identify 
biomarkers  of  exposyre  and  disease  that  can  be  used  to  improve  and  protect  human  health. 

Goal:  Minimize  duplication  of  research,  identify  research  needs,  and  identify  collaborative  research 
opportunities  with  other  organizations  through  separate  agreements. 

Objectives: 

a.  Exploit  toxicity  of  nanomaterials  and  blood  brain  barrier. 

b.  Exploit  global  expression  profiling  by  microarray  and  proteomics  methods  that  provide  the 
means  to  analyze  many  genes  and  proteins  simultaneously. 

c.  Identify  toxicogenomics  methods  as  a  means  to  compare  and  validate  dose-dependent  effects 
in  animal  and  human  cells  or  in  expendable  tissues. 
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d.  Identify  appropriate  biosignatures  of  exposure  to  nanomaterials. 

e.  Identify  computational  methods  of  understanding  biological  sequences  of  exposure  and 
responses  to  exposure. 

f.  Joint  publications  in  peer  reviewed  scientific  journals. 


II.  Background,  Program  Scope,  and  Technical  Approach 

Background:  The  mission  of  NCTR  is  to  conduct  peer-reviewed  scientific  research  that  supports  and 
anticipates  the  FDA's  current  and  future  regulatory  needs.  This  involves  fundamental  and  applied 
research  specifically  designed  to  define  biological  mechanisms  of  action  underlying  the  toxicity  of 
products  regulated  by  the  FDA.  This  research  is  aimed  at  understanding  critical  biological  events  in 
the  expression  of  toxicity  and  at  developing  methods  to  improve  assessment  of  human  exposure, 
susceptibility  and  risk. 

Research  conducted  at  NCTR  is  targeted  to  fulfill  the  following  research  programs  in  support  of 
FDA's  public-health  mission: 

■  Personalized  Nutrition  and  Medicine  (i.e.  advance  the  scientific  approaches  and  tools  to 
promote  personalized  nutrition  and  medicine  for  the  American  public.) 

•  Enhancing  Product  Safety  (i.e.,  integrate  new  technology  and  standards  into  the  review  and 
evaluation  of  regulated  products  through  all  stages  of  the  product  lifecycle.) 

■  Food  Safety  (i.e.  conduct  research  to  strengthen  our  understanding  of  food  safety  and  food 
defense.) 

In  2004  the  711  HPW/RHPB  was  created  as  part  of  the  Air  Force  Research  Laboratory  to  develop 
capabilities  to  detect,  identify,  mitigate  and  protect  ail  airmen  in  all  offensive  and  defensive 
environments  from  exposure  to  toxic  and  hazardous  chemicals,  materials,  and  biological  threats  such 
as  chemical  and  physical  insults,  exotic  weapon  system  components,  fuels,  etc.  711  HPW/RHPB 
specializes  in  -omics  technologies  and  applications,  predictive  toxicology  and  Cellular  Dynamics  and 
Engineering.  Co-located  with  711  HPW/RHPB  is  a  Navy  Detachment  that  specializes  in  combustion 
and  neurobehaviora!  toxicology. 

Program  Scope:  The  scope  of  this  MOU  is  to  set  out  the  principles  and  guidelines  which  will  govern 
the  co-operation  of  the  Parties  hereto  concerning  the  exchange  of  information  surrounding 
toxicogenomic  research. 

HI.  Responsibilities 

-General:  Within  the  context  of  the  Purpose  and  Scope  above,  the  Parties  agree  to  use  reasonable 
efforts  to  fulfill  the  following: 

a.  Conduct  semi-annual,  or  as  otherwise  mutually  agreed  upon,  meetings  and  share  knowledge 
necessary  to  highlight  current  advances  and  define  opportunities  and  future  directions  for  the 
field  of  toxicogenoniics.  Meeting  participants  from  the  Parties  will  include  management  staff. 
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principal  investigators,  and  representatives  from  the  Parties'  other  sectors  and  disciplines  as 
needed. 

b.  Jointly  develop  and  disseminate  any  public  affairs  messages  on  collaborative  activities.  The 
Parties  ’  public  affairs  officials  will  be  consulted  in  every  case. 

c.  Establish  an  interagency  working  group  to  accelerate  the  development,  evaluation,  and 
utilization  of  toxicogenomics  for  the  protection  of  public  health  and  protection  of  all  Air  Force 
personnel. 

All  activities  under  or  pursuant  to  this  MOU  are  subject  to  the  availability  of  appropriated  funds,  and 
no  provision  of  this  MOU  shall  be  interpreted  to  require  the  obligation  or  payment  of  funds.  As 
presently  constituted  this  MOU  does  not  constitute  a  financial  obligation.  If  a  subsequently  identified 
activity  or  project  is  identified  requiring  a  transfer  of  funds  or  other  obligation  between  the  Parties ,  a 
supplemental  Memorandum  of  Understanding  (MOU),  Interagency  Agreement  (IAG),  or  other 
appropriate  written  agreement  will  be  executed.  Such  activity  or  project  must  be  independently 
authorized  by  appropriate  statutory  authority.  This  MOU  does  not  provide  such  authority. 
Negotiation,  execution,  and  administration  of  each  such  agreement  must  comply  with  all  applicable 
statutes  and  regulations. 

Each  Party  agrees  to  assume  liability  for  its  own  risks  associated  with  activities  undertaken  in  this 
agreement. 


IV.  Information  Exchange 

Both  parties  recognize  that  information  exchanged  that  contains  any  of  the  following  types  of 
information  must  be  protected  from  unauthorized  use  and  disclosure:  (1)  confidential  commercial 
information,  such  as  the  information  that  would  be  protected  from  public  disclosure  pursuant  to 
Exemption  4  of  the  Freedom  of  Information  Act  (FOIA);  (2)  personal  privacy  information,  such  as  the 
information  that  would  be  protected  from  public  disclosure  pursuant  to  Exemption  6  or  7(C)  of  the 
FOIA;  or  (3)  information  that  is  otherwise  protected  from  public  disclosure  by  Federal  statutes  and 
their  implementing  regulations  (e.g.,  Trade  Secrets  Act  (18  USC  1905)),  the  Privacy  Act  (5  USC 
552a),  other  Freedom  of  Information  Act  exemptions  not  mentioned  above  (5  USC  552(b)),  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21  USC  301  et  seq.),  and  the  Health  Insurance  Portability  and 
Accountability  Act  (HIPAA),  Pub.  L.  104-191).  Pursuant  to  Federal  Food,  Drug,  and  Cosmetic  Act 
section  301  (j)  (21  USC  33 1  (j)),  NCTR  will  not  reveal  to  711  HPW/RHPB  any  method  or  process 
which  is  entitled  to  protection  as  a  trade  secret. 

The  parties  will  establish  proper  safeguards  to  ensure  that  information  shared  under  this  MOU  shall  be 
used  and  disclosed  solely  in  accordance  with  applicable  laws  and  regulations.  Access  to  the 
information  shared  under  this  MOU  shall  be  restricted  to  authorized  NCTR  and  711  HPW/RHPB 
employees,  agents,  and  officials  who  require  access  to  perform  their  official  duties  in  accordance  with 
the  uses  of  information  as  authorized  by  this  MOU.  Such  personnel  shall  be  advised  of  (1)  the 
confidential  nature  of  the  information;  (2)  safeguards  required  to  protect  the  information,  and  (3)  the 
administrative,  civil,  and  criminal  penalties  for  noncompliance  contained  in  applicable  Federal  laws. 
Contractors,  their  subcontractors,  and  agents  requiring  access  to  the  information  shared  under  this 
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agreement  will  be  required  to  sign  a  business  associate  agreement  by  which  they  will  commit  to  keep 
the  information  confidential. 

NCTR  and  71 1  HPW/RHPB  agree  to  promptly  notify  the  other  agency  of  any  actual  or  suspected 
unauthorized  disclosure  of  information  shared  under  this  MOU.  If  an  agency  in  receipt  of  information 
under  this  MOU  receives  a  F01A  request  for  shared  information,  it  will  refer  the  request  to  the  agency 
that  shared  the  information  for  the  latter  agency  to  respond  directly  to  the  requestor  regarding  the 
releasability  of  the  information  at  issue.  In  such  cases,  the  agency  making  the  referral  will  notify  the 
requestor  that  a  referral  has  been  made  and  that  a  response  will  issue  directly  from  the  other  agency. 


V.  Memorandum  of  Understanding  (MOU)  Administration 

Information  Releases:  The  Biosciences  and  Protection  Division  (711  HEW/RHP)  Chief  and  the 
National  Center  for  Toxicological  Research  Director  (or  their  designees)  will  jointly  review  and 
approve  information  regarding  MOU  activities  (meetings,  new  developments,  etc.)  prior  to  public 
release. 

Annual  Management  Meetings:  The  Parties  will  meet  yearly  (and  more  often  if  mutually  agreed 
upon)  to  report,  review,  and  coordinate  science  and  technology  activities  under  this  MOU.  Such 
meetings  will  be  held  at  a  mutually  agreed  upon  location  and  on  a  date  that  is  compatible  with  each 
organization.  At  this  meeting,  recommendations  for  adjustments  to  current  activities,  projects,  and 
budget  priorities  will  be  proposed  by  the  Responsible  Officers  Points  of  Contact  for  submission  to  the 
71 1  HPW/RHP  Chief  and  the  NCTR  Director. 

Points  of  Contact:  The  following  are  Responsible  Officers  in  NCTR  and  71 1  HPW/RHP: 

1)  NCTR 

William  Slikker,  Jr.,  Ph.D. 

Director,  National  Center  for  Toxicological  Research 

U.S.  Food  and  Drug  Administration 

3900  NCTR  Road 

Jefferson,  AR  72079-9501 

Phone:  870-543-7950 

Fax:  870-543-7576 

e-mail:  william.slikker@fda.hhs.gov 

2)  711  HPW/RHPB 
John  J.  Schlager,  Ph.D. 

Chief,  Applied  Biotechnology  Branch 
2729  R  Street 

Wright-Patterson  AFB,  OH  45433-5707 
Phone:  937-904-9570 
Fax:  937-255-1474 
e-mail:  john.schlager@wpafb.af.mil 
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Points  of  Contact:  The  following  are  Principal  Investigators  in  NCTR  and  71 1  HPW/RHP: 

1)  NCTR 

Syed  F.  Ali,  Ph.D. 

Senior  Biomedical  Research  Scientist 
National  Center  for  Toxicological  Research 
U.S.  Food  and  Drug  Administration 
3900  NCTR  Road 
Jefferson,  AR  72079-9501 
Phone:870-543-7123 
Fax:  870-543-7745 
e-mail:  syed.ali@fda.hhs.gov 

2)  711  HPW/RHPB 
Saber  M.  Hussain,  Ph.D. 

Scientist,  Group  Lead,  Biological  Interaction  of  Nanomaterials 
2729  R  Street 

Wright-Patterson  AFB,  OH  45433-5707 
Phone:  937-904-9517 
Fax:  937-904-9610  •  . 

e-mail:  saber.hussain@wpafb.af.mil 


Points  of  Contact:  The  following  are  POCs  for  Agreement  Administration  in  NCTR  and  71 1  HPW: 

1)  NCTR 

Thomas  J.  Flammang,  Ph.D. 

Deputy  Director,  Office  of  Research 
National  Center  for  Toxicological  Research 
U.S.  Food  and  Drug  Administration 
3900  NCTR  Road 
Jefferson,  AR  72079-9501 
Phone:  870-543-7291 
Fax:  870-543-7576 

e-mail:  thomas.flammang@fda.hhs.gov 

2)  711  HPW/XPO 
James  D.  Kearns,  Ph.D. 

Technology  Transfer  Manager 
26 1 0  Seventh  Street 
Wright-Patterson  AFB,  OH  45433-7901 
Phone:  937-255-3765 

Fax:  937-255-7215 
e-mail:  jim.kearns@wpafb.af.mil 
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VI.  Terms  of  Agreement  and  Amendment 

This  MOU  shall  be  effective  for  thirty-six  (36)  months  from  the  date  of  last  signature  unless 
terminated  earlier  by  mutual  agreement  of  the  Parties.  Either  NCTR  or  711  HPW/RHPB  may 
unilaterally  terminate  this  MOU  by  providing  written  notice  to  the  other  90  days  before  the  desired 
termination  date.  This  MOU  may  be  extended  by  mutual  agreement. 

Conflicts  that  may  arise  after  this  MOU  is  in  effect  will  be  resolved  either  by  coming  to  informal 
agreement  or  by  amending  this  MOU. 

This  MOU  will  be  reviewed  annually  by  the  key  personnel  to  determine  if  any  changes  or  amendments 
should  be  incorporated. 
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IN  WITNESS  WHEREOF,  each  party  has  caused  this  Agreement  to  be  executed  by  its  duly 
authorized  representative  on  the  date  indicated  below. 


APPROV  ED  AND  ACCEPTED  FOR  THF. 
FOOD  AND  DREG  ADMINISTRATION 


WILLIAM  SLIKKER.  JR.?  Ph.D. 

Director 

National  Center  for  Toxicological  Research 
l-  $  Food  and  Drug  Administration 


_ J-,  L.  LJLdol 

(f 


APPROVED  AND  ACCEPTED  FOR  THE 
HUMAN  EFFECT!\'ENESS 
DIRECTORATE 


,  '1 

J-  — r 

St^ncntre 

JACK  L.  BLACK  HURST 
Diiccxor 

Human  Effectiveness  Directorate 
71 1th  Human  Performance  Wing 
Air  Force  Research  l  aboratory 

_ ‘1 - 

Dmf  ' 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-2008-N-0658]  ' 

Interagency  Risk  Assessment  of  the 
Public  Health  Impact  From  Foodborne 
Listeria  monocytogenes  in  Some 
Ready-to-Eat  Foods  Sliced,  Prepared, 
and/or  Packaged  in  Retail  Facilities; 
Request  for  Comments  and  for 
Scientific  Data  and  Information; 
Reopening  of  the  Comment  Period 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice;  reopening  of  the 
comment  period. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  reopening  until 
September  29,  2009,  the  comment 
period  for  the  notice  published  in  the 
Federal  Register  of  January  21,  2009  (74 
FR  3617).  In  that  document,  FDA 
requested  comments  and  scientific  data 
and  information  that  would  assist  in  the 
conduct  of  a  risk  assessment  of  the 
public  health  impact  of  foodborne 
Listeria  monocytogenes  in  some  ready- 
to-eat  foods  sliced,  prepared,  and/or 
packaged  in  retail  facilities.  The  risk 
assessment  is  being  conducted  by  FDA 
in  collaboration  with  the  Food  Safety 
and  Inspection  Service  (FSIS).  The 
agency  is  reopening  the  comment  period 
because  FDA  and  FSIS  held  a  public 
meeting  on  June  23,  2009,  to  present  the 
background,  approach,  scope,  and  data 
needs  for  the  recently  initiated 
interagency  risk  assessment  (74  FR 
27276;  June  9,  2009)  and  this  additional 
time  will  allow  for  public  comment  after 
this  meeting. 

DATES:  Submit  comments  and  scientific 
data  and  information  by  September  29, 
2009. 

ADDRESSES:  Submit  written  comments 
and  scientific  data  and  information  to 
the  Division  of  Dockets  Management 
(HFA-305),  Food  and  Drug 
Administration,  5630  Fishers  Lane,  rm. 
1061,  Rockville,  MD  20852.  Submit 
electronic  comments  and  scientific  data 
and  information  to  http:// 
www.regulations.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Sherri  Dennis,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFS-005),  Food 
and  Drug  Administration,  5100  Paint 
Branch  Pkwy.,  College  Park,  MD  20740, 
301—436—2355,  e-mail: 
sherri.dennis@fda.hhs.gov. 

SUPPLEMENTARY  INFORMATION: 


I.  Background 

In  the  Federal  Register  of  January  21, 
2009  (74  FR  3617),  FDA  announced 
plans  to  conduct  a  risk  assessment  of 
the  public  health  impact  of  foodborne 
Listeria  monocytogenes  in  some  ready- 
to-eat  foods  sliced,  prepared,  and/or 
packaged  in  retail  facilities.  Comments 
were  sought  on  data  and  information  in 
the  following  areas:  (1)  Characteristics 
of  ready-to-eat  food  markets  in  the 
United  States;  (2)  characteristics  of  deli 
departments  in  groceries;  (3)  product 
contamination  data;  (4)  factors  that 
influence  the  growth  of  L. 
monocytogenes  in  cheeses,  deli  meats, 
and  deli-type  salads  sold  by  retail 
facilities;  (5)  environmental 
contamination  data;  (6)  factors  that 
influence  the  environmental 
contamination  and  the  cross¬ 
contamination  of  food  by  L. 
monocytogenes  in  retail  facilities;  (7) 
identity  and  effectiveness  of  control 
measures  or  interventions  intended  to 
reduce  levels  and  frequency  of  L. 
monocytogenes  in  the  retail 
environment;  and  (8)  any  other  data 
related  to  the  occurrence,  growth,  and 
control  of  L.  monocytogenes  in  retail 
facilities.  Interested  persons  were  given 
until  April  21,  2009,  to  submit 
comments  and  scientific  data  and 
information. 

On  June  23,  2009,  FDA  and  FSIS  held 
a  public  meeting  to  present  the 
background,  approach,  scope,  and  data 
needs  for  this  interagency  risk 
assessment  (74  FR  27276;  June  9,  2009). 
For  this  reason,  FDA  is  reopening  the 
comment  period  until  September  29, 
2009,  to  allow  additional  time  for  public 
comment  and  submission  of  scientific 
data  and  information. 

II.  Comments 

Interested  persons  may  submit  to  the 
Division  of  Dockets  Management  (see 
ADDRESSES)  written  or  electronic 
comments,  scientific  data,  and 
information  regarding  this  document. 
Submit  a  single  copy  of  electronic 
comments,  scientific  data,  and 
information  to  http:// 
www.regulations.gov  or  two  paper 
copies  of  any  mailed  comments, 
scientific  data,  and  information,  except 
that  individuals  may  submit  one  paper 
copy.  Submissions  are  to  be  identified 
with  the  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  and 
scientific  data  and  information  may  be 
seen  in  the  Division  of  Dockets 
Management  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 


Dated:  August  21,  2009. 

David  Horowitz, 

Assistan  t  Commissioner  for  Policy. 

[FR  Doc.  E 9— 20641  Filed  8-26-09;  8:45  am] 

BILLING  CODE  416(M)1-S 


DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcement 

Notice  of  Proposed  Information 
Collection  for  1029-0110 

AGENCY:'Office  of  Surface  Mining 
Reclamation  and  Enforcement,  Interior. 
ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  of  1995,  the 
Office  of  Surface  Mining  Reclamation 
and  Enforcement  (OSM)  is  announcing 
its  intention  to  request'  renewed 
approval  for  the  collection  of 
information  for  two  technical  training 
program  course  effectiveness  evaluation 
forms.  This  collection  request  has  beert 
forwarded  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
approval.  The  information  collection 
request  describes  the  nature  of  the 
information  collection  and  the  expected 
burden  and  cost. 

DATES:  OMB  has  up  to  60  days  to 
approve  or  disapprove  the  information 
collections  but  may  respond  after  30 
days.  Therefore,  public  comments 
should  be  submitted  to  OMB  by 
September  28,  2009,  in  order  to  be 
assured  of  consideration. 

ADDRESSES:  Submit  comments  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Attention:  Department  of 
Interior  Desk  Officer,  by  telefax  at  (202) 
395-5806  or  via  e-mail  to 
OIRA_Docket@omb.eop.gov.  Also, 
please  send  a  copy  of  your  comments  to 
the  Information  Collection  Clearance 
Officer,  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  1951 
Constitution  Ave.,  NW.,  Room  202-SIB, 
Washington,  DC  20240,  or  electronically 
to  jtrelease@osmre.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  To 
receive  a  copy  of  the  information 
collection  request  contact  John  Trelease 
at  (202)  208-2783,  or  electronically  at 
jtrelease@osmre.gov. 

SUPPLEMENTARY  INFORMATION:  The  Office 
of  Management  and  Budget  (OMB) 
regulations  at  5  CFR  1320,  which 
implement  provisions  of  the  Paperwork 
Reduction  Act  of  1995  (Pub.  L.  104-13), 
require  that  interested  members  of  the 
public  and  affected  agencies  have  an 


Federal  Register / Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Notices 


43715 


opportunity  to  comment  on  information 
collection  and  recordkeeping  activities 
[see  5  CFR  1320.8(d)].  OSM  has 
submitted  a  request  to  OMB  to  renew  its 
approval  of  the  collection  of  information 
contained  in  two  technical  training 
program  course  effectiveness  evaluation 
forms.  OSM  is  requesting  a  3-year  term 
of  approval  for  each  information 
collection  activity. 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number.  The  OMB  control 
number  for  this  collection  of 
information  is  1029-0110. 

As  required  under  5  CFR  1320.8(d),  a 
Federal  Register  notice  soliciting 
comments  on  this  collection  of 
information  was  published  on  April  23, 
2009  (74  FR  18591).  No  comments  were 
received.  This  notice  provides  the 
public  with  an  additional  30  days  in 
which  to  comment  on  the  following 
information  collection  activities: 

Title:  Technical  Training  Program 
Course  Effectiveness  Evaluations. 

OMB  Control  Number:  1029-0110. 

Summary:  Executive  Order  12862 
requires  agencies  to  survey  customers  to 
determine  the  kind  and  quality  of 
services  they  want  and  their  level  of 
satisfaction  with  existing  services.  The 
information  supplied  by  this  evaluation 
will  determine  customer  satisfaction 
with  OSM’s  training  program  and 
identify  needs  of  respondents. 

Bureau  Form  Number:  None. 

Frequency  of  Collection:  Once. 

Description  of  Respondents:  State 
regulatory  authority  and  Tribal 
employees  and  their  supervisors. 

Total  Annual  Responses:  425. 

Total  Annual  Burden  Hours:  71 
hours. 

Send  comments  on  the  need  for  the 
collections  of  information  for  the 
performance  of  the  functions  of  the 
agency;  the  accuracy  of  the  agency’s 
burden  estimates;  ways  to  enhance  the 
quality,  utility  and  clarity  of  the 
information  collections;  and  ways  to 
minimize  the  information  collection 
burdens  on  respondents,  such  as  use  of 
automated  means  of  collection  of  the 
information,  to  the  following  addresses. 
Please  refer  to  OMB  control  number 
1029-0110. 

Before  including  your  address,  phone 
number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 


cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated:  July  8,  2009. 

Alfred  E.Whitehouse, 

Acting  Chief,  Division  of  Regulatory  Support. 
[FR  Doc.  E 9— 20561  Filed  8-26-09;  8:45  ajn] 

BILLING  CODE  4310-05-M 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLWYD01 000— 2009-LL1 31 00000-NB000O- 
LXSI016K0000] 

Notice  of  Annual  Tour  for  the  Pinedale 
Anticline  Working  Group 

AGENCY:  Bureau  of  Land  Management, 
Department  of  the  Interior. 

ACTION:  Notice. 

SUMMARY:  In  accordance  with  the 
Federal  Land  Policy  and  Management 
Act  (1976),  the  Federal  Advisory 
Committee  Act  (1972),  and  the  Record 
of  Decision  (ROD)  for  the  Pinedale 
Anticline  Final  Supplemental 
Environmental  Impact  Statement  (2008), 
the  U.S.  Department  of  the  Interior, 
Bureau  of  Land  Management  (BLM) 
Pinedale  Anticline  Working  Group 
(PAWG)  will  conduct  its  annual  tour  of 
the  Pinedale  Anticline  Project  Area 
(PAPA)  in  Pinedale,  Wyoming  on 
Friday,  September  25,  2009.  The  tour  is 
open  to  the  public  and  will  begin  at  the 
BLM  Pinedale  field  office  at  9  a.m.  To 
take  part  in  the  tour,  members  of  the 
public  must  RSVP  no  later  than  Friday, 
September  18,  2009. 

DATES:  Friday,  September  25,  2009 
at  9  a.m. 

ADDRESSES:  The  tour  will  begin  at  the 
BLM  Pinedale  Field  Office,  1625  West 
Pine  Street,  Pinedale,  WY.  RSVP  to  Ms. 
Shelley  Gregory,  PAWG  Designated 
Federal  Officer,  Bureau  of  Land 
Management,  Pinedale  Field  Office,  P.O. 
Box  768,  Pinedale,  Wyoming  82941,  or 
shelley_gregory@blm  .gov. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Shelley  Gregory,  PAWG  Designated 
Federal  Officer,  Bureau  of  Land 
Management,  Pinedale  Field  Office, 

1625  West  Pine  Street,  P.O.  Box  768, 
Pinedale,  Wyoming  82941,  (307)  367- 
5323,  shelley jgregory@blm.gov. 

.  SUPPLEMENTARY  INFORMATION:  The 
Pinedale  Anticline  Working  Group 
(PAWG)  was  authorized  and  established 
with  release  of  the  Record  of  Decision 
(ROD)  for  the  Final  Environmental 
Impact  Statement  of  the  Pinedale 
Anticline  Oil  and  Gas  Exploration  and 
Development  Project  Area  (PAPA)  on 
July  27,  2000  and  carried  forward  with 
the  release  of  the  ROD  for  the  Final 


Supplemental  Environmental  Impact 
Statement  (FSEIS)  of  the  PAPA  on 
September  12,  2008. 

The  PAWG  advises  the  BLM  on  the 
development  and  implementation  of 
monitoring  plans  and  adaptive 
management  decisions  as  PAPA 
development  proceeds.  Additional 
information  about  the  PAWG  can  be 
found  at:  http://www.blm.gov/wy/st/en/ 
fieldoffices/Pinedale/pawg.html. 

Dated:  August  4,  2009. 

Chuck  Otto, 

Field  Office  Manager. 

[FR  Doc.  E 9— 20607  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4310-22-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Indian  Affairs 

Environmental  Impact  Statement  for 
the  Spokane  Tribe’s  2719(b)(1)(A) 
Application  and  for  the  Proposed  West 
Plains  Mixed-Use  Development 
Project,  Spokane  County,  WA 

AGENCY:  Bureau  of  Indian  Affairs, 
Interior. 

ACTION:  Notice  of  intent;  republication 
and  correction. 

SUMMARY:  The  Bureau  of  Indian  Affairs 
(BLA)  published  a  document  in  the 
Federal  Register  of  August  19,  2009, 
advising  the  public  that  the  BIA  as  Lead 
Agency,  in  cooperation  with  the 
Spokane  Tribe  of  Indians  (Tribe), 
intends  to  prepare  an  environmental 
impact  statement  (EIS)  for  a  proposed 
mixed-use  development  and 
corresponding  master  plan  for  a  145- 
acre  parcel  of  trust  land  adjacent  to  the 
City  of  Airway  Heights,  Spokane 
County,  Washington.  The  DATES  section 
of  that  notice  contained  incorrect  dates; 
therefore,  this  notice  republishes  the 
content  of  the  notice  of  August  19,  2009 
with  corrected  dates. 

DATES:  Written  comments  on  the  scope 
of  the  EIS  or  implementation  of  the 
proposed  action  should  be  received  by 
October  31,  2009.  The  public  scoping 
meeting  will  be  held  on  Wednesday, 
September  16,  2009,  from  5  p.m.  to  7:30 
p.m.  , 

ADDRESSES:  You  may  mail,  hand  carry, 
or  telefax  written  comments  to  Dr.  B.J. 
Howerton,  Environmental  Protection 
Specialist,  Bureau  of  Indian  Affairs, 
Northwest  Regional  Office,  911  NE.  11th 
Avenue,  Portland,  Oregon,  telefax  (503) 
231-2275.  Comments  may  also  be 
submitted  electronically  at  the  project 
Web  site,  http://www.westplainseis.com. 
Please  see  SUPPLEMENTARY  INFORMATION 
for  directions  on  submitting  comments. 
The  public  scoping  meeting  will  be  held 
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at  Sunset  Elementary  School — 
Gymnasium,  12824  West  12th  Avenue, 
Airway  Heights,  Washington  99001. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 

B.J.  Howerton,  Bureau  of  Indian  Affairs, 
(503)  231-6749. 

SUPPLEMENTARY  INFORMATION:  The  BIA 

as  Lead  Agency,  in  cooperation  with  the 
Tribe,  intends  to  prepare  an  EIS  for  a 
proposed  mixed-use  development  and 
corresponding  master  plan  for  a  145- 
acre  parcel  of  trust  land  adjacent  to  the 
City  of  Airway  Heights,  Spokane 
County,  Washington.  The  project  site 
may  include,  but  is  not  limited  to,  a 
variety  of  proposed  land  uses  such  as  a 
casino  resort  and  hotel,  commercial 
retail  uses,  offices,  medical  facilities, 
recreational,  cultural,  and  entertainment 
facilities,  and  related  parking.  The 
purpose  of  the  proposed  action  is  to 
improve  the  economy  of  the  Tribe  and 
help  their  members  attain  economic  self 
sufficiency.  This  notice  also  announces 
a  public  scoping  meeting  to  identify 
potential  issues  and  content  for 
inclusion  in  the  EIS. 

The  EIS  will  assess  the  environmental 
consequences  of  BIA  approval  of  a 
proposed  master  plan  for  the 
development  of  a  mixed-use 
development — which  may  include  a 
casino  resort  and  hotel,  commercial 
retail  uses,  offices,  medical  facilities, 
recreational,  cultural,  and  entertainment 
facilities,  and  related  parking — on  an 
approximate  145-acre  parcel  of  trust 
land  adjacent  to  the  western  city  limits 
of  Airway  Heights,  Spokane  County, 
Washington.  The  project  site  is  near  the 
northwest  corner  of  U.S.  Highway  2 
(US-2)  and  Craig  Road,  and 
approximately  10  miles  west  of 
Spokane.  It  is  located  in  the  southwest 
quarter  of  22-25—41,  excluding  US-2, 
and  the  north  half  of  the  southeast 
quarter  of  the  southeast  quarter, 
excluding  the  east  830  feet  of  the  south 
491.5  feet  of  22-25—41,  excluding  roads. 

The  “Intergovernmental  Agreement 
between  the  Spokane  Tribe  of  Indians 
and  the  City  of  Airway  Heights”  and  the 
“Memorandum  of  Agreement  Between 
the  City  of  Airway  Heights  and  the 
Spokane  Tribe  of  Indians  Regarding 
Services  and  Impacts  of  Tribal  Gaming 
on  Indian  Lands  Located  Adjacent  to  the 
City  of  Airway  Heights  (April  10,  2007)” 
provide  details  concerning  shared 
responsibilities  related  to  law 
enforcement  and  security  services, 
public  health  and  safety,  road 
maintenance  and  repair,  and  other 
matters  between  the  Tribe  and  the  City. 

The  project  site  would  also  include 
internal  access  roads,  parking  areas,  and 
associated  landscaping.  Conceptual 
traffic  analyses  suggest  possible 


roadway  and/or  intersection 
improvements  along  Craig  Road  anc(. 

US-2  adjacent  to  the  proposed  project 
site. 

Significant  issues  to  be  covered 
during  the  scoping  process  may  include, 
but  are  not  limited  to,  air  quality, 
transportation,  surface  and  groundwater 
resources,  biological  resources,  cultural 
resources,  socioeconomic  conditions, 
public  services,  infrastructure,  land  use, 
aesthetics,  and  Environmental  Justice. 

Directions  for  Submitting  Public 
Comments 

If  you  choose  to  submit  your 
comments  to  the  BIA  directly,  your 
comments  must  be  in  writing  and  must 
be  submitted  in  person  or  by  mail. 

Please  include  your  name,  return 
address,  and  the  caption,  “DEIS  Scoping 
Comments,  Spokane  Tribe  of  Indians 
West  Plains  Mixed-Use  Development 
Project,”  on  the  first  page  of  your 
comments. 

Public  Comment  Availability 

Comments,  including  names  and 
addresses  of  respondents,  will  be 
available  for  public  review  at  the  BIA 
address  shown  above,  during  regular 
business  hours,  8  a.m.  to  4:30  p.m., 
Monday  through  Friday,  except 
holidays.  Before  including  your  address, 
phone  number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Authority 

This  notice  is  published  in 
accordance  with  section  1503.1  of  the 
Council  on  Environmental  Quality 
regulations  (40  CFR  Parts  1500  through 
1508)  implementing  the  procedural 
requirements  of  the  National 
Environmental  Policy  Act  of  1969,  as 
amended  (42  U.S.C.  4371  et  seq.),  and 
related  Department  of  the  Interior 
requirements  in  the  Department  of  the 
Interior  Manual  (516  DM  2),  and  is  in 
the  exercise  of  authority  delegated  to  the 
Principal  Deputy  Assistant  Secretary — 
Indian  Affairs  by  209  DM  8.1. 

Dated:  August  21,  2009. 

George  T.  Skibine, 

Acting  Principal  Deputy  Assistant  Secretary — 
Indian  Affairs. 

[FR  Doc.  E9-20701  Filed  8-25-09;  11:15  am] 

BILLING  CODE  4310-W7-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R4-R-2009-N1 24;  40136-1265-0000- 
S3] 

Central  Arkansas  National  Wildlife 
Refuge  Complex 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability:  draft 
comprehensive  conservation  plan  and 
environmental  assessment;  request  for 
comments. 

SUMMARY:  We,  the  Fish  and  Wildlife 
Service  (Service),  announce  the 
availability  of  a  draft  comprehensive 
conservation  plan  and  environmental 
assessment  (Draft  CCP/EA)  for  the 
Central  Arkansas  National  Wildlife 
Refuge  Complex  (Complex),  consisting 
of  Bald  Knob,  Big  Lake,  Cache  River, 
and  Wapanocca  National  Wildlife 
Refuges,  for  public  review  and 
comment.  In  this  Draft  CCP/EA,  we 
describe  the  alternative  we  propose  to 
use  to  manage  this  complex  for  the  15 
years  following  approval  of  the  final 
CCP. 

DATES:  To  ensure  consideration,  we 
must  receive  your  written  comments  by 
September  28,  2009. 

A  meeting  will  be  held  to  present  the 
Draft  CCP/EA  to  the  public;  mailings, 
newspaper  articles,  and  posters  will  be 
the  avenues  to  inform  the  public  of  the 
date  and  time  for  the  meeting. 

ADDRESSES:  Send  comments,  questions, 
and  requests  for  information  to:  Mr. 
William  R.  Smith,  Central  Arkansas 
National  Wildlife  Refuge  Complex, 

26320  Highway  33  South,  Augusta,  AR 
72006.  The  Draft  CCP/EA  is  available  on 
compact  disk  or  in  hard  copy.  The  Draft 
CCP/EA  may  also  be  accessed  and 
downloaded  from  the  Service’s  Internet 
Site:  http://southeast.fws.gov/planning. 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
William  R.  Smith;  telephone:  870/347- 
2074;  e-mail:  william_r_smith@fws.gov. 
SUPPLEMENTARY  INFORMATION: 

Introduction 

With  this  notice,  we  continue  the  CCP 
process  for  Bald  Knob,  Big  Lake,  Cache 
River,  and  Wapanocca  National  Wildlife 
Refuges.  We  started  this  process  through 
a  notice  in  the  Federal  Register  on 
January  3,  2007  (72  FR  142). 

Background 

The  CCP  Process  • 

The  National  Wildlife  Refuge  System 
Improvement  Act  of  1997  (16  U.S.C. 
668dd-668ee)  (Improvement  Act),  which 
amended  the  National  Wildlife  Refuge 
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System  Administration  Act  of  1966, 
requires  us  to  develop  a  CCP  for  each 
national  wildlife  refuge.  The  purpose  for 
developing  a  CCP  is  to  provide  refuge 
managers  with  a  15-year  strategy  for 
achieving  refuge  purposes  and 
contributing  toward  the  mission  of  the 
National  Wildlife  Refuge  System, 
consistent  with  sound  principles  of  fish 
and  wildlife  management,  conservation, 
legal  mandates,  and  our  policies.  In 
addition  to  outlining  broad  management 
direction  on  conserving  wildlife  and 
their  habitats,  CCPs  identify  wildlife- 
dependent  recreational  opportunities 
available  to  the  public,  including 
opportunities  for  hunting,  fishing, 
wildlife  observation,  wildlife 
photography,  and  environmental 
education  and  interpretation.  We  will 
review  and  update  the  CCP  at  least 
every  15  years  in  accordance  with  the 
Improvement  Act. 

Bald  Knob  National  Wildlife  Refuge 
(Bald  Knob  NWR)  is  near  the  town  of 
Bald  Knob  in  White  County,  Arkansas, 
and  was  established  in  1993  to  protect 
and  provide  feeding  and  resting  areas 
for  migrating  waterfowl.  Bald  Knob 
NWR,  totaling  16,100  acres  of  forested 
wetlands,  moist-soil  impoundments, 
and  croplands,  hosts  one  of  the  largest 
populations  of  wintering  pintails  in  the 
State.  The  refuge  is  a  crucial  staging  area 
for  pintails  migrating  to  the  coastal  areas 
of  Louisiana  and  eastern  Texas. 

Big  Lake  National  Wildlife  Refuge 
(Big  Lake  NWR)  is  near  the  town  of 
Manila  in  Mississippi  County,  Arkansas, 
and  was  established  in  1915  by 
Executive  Order  of  President  Woodrow 
Wilson,  to  serve  as  a  reserve  and 
breeding  ground  for  native  birds.  Big 
Lake  NWR  encompasses  11,038  acres  of 
lake  and  swamp  habitats,  including 
2,144  acres  designated  as  Wilderness. 

Big  Lake  NWR  provides  important 
migratory  bird  habitat  and  is  designated 
as  a  “National  Natural  Landmark  Area.’’ 
The  American  Bird  Conservancy  also 
has  listed  the  refuge  as  a  “Globally 
Important  Bird  Area.” 

Cache  River  National  Wildlife  Refuge 
(Cache  River  NWR)  is  near  the  towns  of 
Augusta  and  Brinkley,  Arkansas,  and 
was  established  in  1986  to  provide 
critical  wintering  habitat  for  waterfowl 
and  other  migratory  and  resident 
'  wildlife  species.  Although  the  land 
acquisition  boundary  is  approved  for 
185,574  acres,  Cache  River  NWR 
presently  encompasses  66,350  acres 
situated  within  Jackson,  Monroe, 

Prairie,  and  Woodruff  Counties.  Cache 
River  NWR  is  noted  as  part  of  the  most 
important  wintering  habitat  for  mallards 
in  North  America. 

Wapanocca  National  Wildlife  Refuge 
(Wapanocca  NWR)  is  20  miles 


northwest  of  Memphis,  Tennessee,  and 
near  the  town  of  Turrell  in  Crittendon 
County,  Arkansas.  Wapanocca  NWR 
was  established  in  1961  to  provide  a 
wintering  area  for  migratory  waterfowl, 
and  presently  encompasses  5,620  acres 
of  agricultural  land,  grassland, 
bottomland  hardwood  forest,  and 
flooded  cypress/willow  swamp. 
Wapanocca  NWR  is  important  as  a 
nesting  area  for  resident  wood  ducks 
and  prov  ides  significant  habitat  along 
the  Mississippi  River  that  is  heavily 
used  by  migrating  and  wintering 
waterfowl.  The  American  Bird 
Conservancy  has  listed  the  refuge  as  a 
“Continentally  Important  Bird  Area.” 

Significant  issues  identified  in  the 
Draft  CCP/EA  include:  (1)  Management 
of  waterfowl,  other  migratory  birds,  and 
other  native  wildlife  species;  (2) 
bottomland  hardwood  reforestation  and 
management;  (3)  management  of  moist- 
soil  impoundments  and  croplands;  (4) 
water  quality;  (5)  invasive  species 
management;  (6)  land,  acquisition;  and 
(7)  visitor  services  (e.g.,  hunting, 
fishing,  wildlife  observation,  wildlife 
photography,  environmental  education 
and  interpretation,  access,  and 
facilities). 

CCP  Alternatives,  Including  our 
Proposed  Alternative 

We  developed  three  alternatives  for 
managing  the  refuges  within  the 
Complex  and  chose  Alternative' C  as  our 
proposed  alternative.  A  full  description 
is  in  the  Draft  CCP/EA.  We  summarize 
each  below. 

Alternative  A — Maintain  Current 
Management  (No  Action) 

Under  Alternative  A,  we  would 
continue  current  management  of  each 
refuge  within  the  Complex.  We  would 
continue  to  restore,  protect,  and  manage 
bottomland  hardwood  forests,  wetlands, 
cropland  units,  moist-soil  units,  open- 
water  areas,  grassland/scrub-shrub 
areas,  and  the  Big  Lake  NWR 
Wilderness.  Management  activities 
would  continue  to  focus  on  afforestation 
and  reforestation,  restoration  of 
wetlands,  invasive  plant  and  nuisance 
animal  management,  cooperative 
farming,  inventorying  and  monitoring, 
and  priority  public  uses  (e.g.,  hunting, 
fishing,  wildlife  observation,  wildlife 
photography,  and  environmental 
education  and  interpretation).  We 
would  seek  to  acquire  land  from  willing 
sellers  within  the  approved  acquisition 
boundaries. 

Alternative  B — Minimal  Management 
Alternative 

Under  Alternative  B,  we  would 
undertake  minimal  wildlife,  habitat,  and 


infrastructure  management.  Under  this 
“let  nature  take  its  course”  alternative, 
there  would  be  no  more  active 
reforestation  efforts;  no  moist-soil 
impoundments  and  croplands;  and  no 
more  road,  beaver  dam,  or  invasive 
species  management  and  maintenance 
programs.  We  would  let  natural 
succession  proceed  unchecked,  and 
provide  for  development  of  early  stage 
or  successional  forest  habitat  on 
abandoned  lands,  with  no  silvicultural 
treatments  in  existing  forest  stands 
being  conducted.  We  would  implement 
a  custodial  or  passive  stewardship 
approach  to  management  and  would 
monitor  natural  succession  and  wildlife 
populations  over  time.  Both  quality  and 
quantity  of  habitats  for  wildlife  would 
be  expected  to  decline,  along  with 
wildlife  use  of  these  habitats.  There 
would  likely  be  reduced  associated 
public  use,  because  roadways  and 
facilities  would  not  be  maintained  and 
the  quality  of  visitor  services  would 
diminish.  There  would  be  no  change  in 
the  acreage  or  amount  of  waterfowl 
sanctuaries.  We  would  seek  to  acquire 
land  from  willing  sellers  within  the 
approved  acquisition  boundaries. 

Alternative  C — Enhanced  Habitat 
Management  and  Public  Use  Programs 
(Proposed  Alternative) 

By  implementing  the  proposed 
alternative,  we  would  actively  expand 
and  improve  habitat  management  and 
public  use  programs.  We  would 
intensify  and  enhance  forest,  moist-soil, 
scrub-shrub,  grassland,  and  aquatic 
management  programs  in  order  to 
increase  benefits  for  waterfowl, 
shorebirds,  water  birds,  other  migratory 
birds,  and  other  species  of  native 
wildlife.  We  would  expand  wetlands 
and  forest  restoration  projects.  We 
would  increase  invasive  plant  and 
animal  control  projects.  A  full  range  of 
inventorying,  monitoring,  and  research 
programs  would  be  developed  and 
implemented  to  enable  adaptive 
management.  We  would  continue 
habitat  conservation  and  restoration 
projects.  We  would  expand  our  land 
acquisition  projects  by  working  with 
willing  sellers.  We  would  also  pursue 
boundary  expansions.  As  part  of  a 
comprehensive  visitor  services  program, 
we  would  improve  environmental 
education  and  interpretation  programs. 
Opportunities  for  hunting,  fishing,  and 
wildlife  observation  would  be 
expanded,  and  law  enforcement 
coverage  would  be  increased  for  more 
effective  protection  of  resources  and 
visitors.  We  would  recruit  additional 
staff,  acquire  additional  equipment,  and 
improve  facilities  to  enable 
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implementation  of  these  projects  and 
programs. 

Next  Step 

After  the  comment  period  ends,  we 
will  analyze  the  comments  and  address 
them. 

Public  Availability  of  Comments 

Before  including  your  address,  phone 
number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your  ' 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Authority 

This  notice  is  published  under  the 
authority  of  the  National  Wildlife 
Refuge  System  Improvement  Act  of 
1997,  Public  Law  105-57. 

Dated:  June  25,  2009. 

Cynthia  K.  Dohner, 

Acting  Regional  Director. 

[FR  Doc.  E 9— 20665  Filed  8-26-09;  8:45  am] 
BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R7-R-2009-N01 06;  70133-1265- 
0000-S3] 

Kenai  National  Wildlife  Refuge, 
Soldotna,  AK 

AGENCY:  U.S.  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability  of  the 
revised  comprehensive  conservation 
plan  and  final  environmental  impact 
statement. 

SUMMARY:  We,  the  U.S.  Fish  and 
Wildlife  Service  (Service,  USFWS), 
announce  that  the  revised 
comprehensive  conservation  plan  (CCP) 
and  final  environmental  impact 
statement  (E1S)  for  the  Kenai  National 
Wildlife  Refuge  is  available  for  public 
review  and  comment.  The  CCP/EIS  was 
prepared  pursuant  to  the  Alaska 
National  Interest  Lands  Conservation 
Act  of  1980  (ANILCA),  the  National 
Wildlife  Refuge  System  Administration 
Act  of  1966  (Refuge  Administration  Act) 
as  amended  by  the  National  Wildlife 
Refuge  System  Improvement  Act  of 
1997  (Refuge  Improvement  Act),  and  the 
National  Environmental  Policy  Act  of 
1969  (NEPA).  It  describes  five 
alternatives  for  managing  the  Kenai 


Refuge  for  the  next  15  years,  including 
continuing  current  management. 

DATES:  We  will  accept  comments  on  the 
CCP/EIS  until  September  28,  2009. 
ADDRESSES:  To  provide  written 
comments  or  to  request  a  paper  copy  or 
a  compact  disk  of  the  CCP/EIS,  contact 
Peter  Wikoff,  Planning  Team  Leader, 

U.S.  Fish  and  Wildlife  Service  Regional 
Office,  1011  East  Tudor  Rd.,  MS-231, 
Anchorage,  AK  99503;  telephone:  (907) 
786-3357;  fax:  (907)  786-3965;  e-mail: 
fw7  kenai _planning@fws.gov.  You  may 
also  view  or  download  a  copy  of  the 
CCP/EIS  at:  http://alaska.fws.gov/nwr/ 
planning/kenpol.htm.  Copies  of  the 
CCP/EIS  may  be  viewed  at  the  Kenai 
Refuge  Office  in  Soldotna,  AK,  and  the 
U.S.  Fish  and  Wildlife  Service  Regional 
Office  in  Anchorage,  AK  (address 
above). 

FOR  FURTHER  INFORMATION  CONTACT: 

Peter  Wikoff  at  the  address  or  phone 
number  provided  above. 

SUPPLEMENTARY  INFORMATION:  The 
Alaska  National  Interests  Land 
Conservation  Act  (ANILCA)  (16  U.S.C. 
410hh  et  seq.,  43  U.S.C.  1602  et  seq.) 
requires  development  of  comprehensive 
conservation  plans  for  all  national 
wildlife  refuges  in  Alaska.  The  CCP/EIS 
for  the  Kenai  Refuge  was  developed 
consistent  with  Section  304(g)  of 
ANILCA  and  the  Refuge  Administration 
Act  as  amended  by  the  Refuge 
Improvement  Act  (16  U.S.C.  668dd  et 
seq.).  The  purpose  of  developing  a 
comprehensive  conservation  plan  is  to 
provide  refuge  managers  with  a  15-year 
management  strategy  for  achieving 
refuge  purposes  and  contributing 
toward  the  mission  of  the  National 
Wildlife  Refuge  System,  consistent  with 
sound  principles  of  fish,  wildlife,  and 
habitat  management  and  conservation; 
legal  mandates;  and  Service  policies. 
Comprehensive  conservation  plans 
define  long-term  goals  and  objectives 
toward  which  refuge  management 
activities  are  directed.  Comprehensive 
conservation  plans  are  reviewed  and 
updated  every  15  years  in  accordance 
with  direction  in  Section  304(g)  of 
ANILCA,  the  Refuge  Improvement  Act, 
and  NEPA  (42  U.S.C.  4321  et  seq.). 

Background 

In  1941,  President  Franklin  D. 
Roosevelt  signed  Executive  Order  8979 
creating  the  1,730,000-acre  Kenai 
National  Moose  Range.  In  1980, 

ANILCA  changed  the  name  of  the  Range 
to  the  Kenai  National  Wildlife  Refuge 
and  substantially  increased  the  size  of 
the  Refuge.  Kenai  Refuge  encompasses 
approximately  1,988,000  acres.  Section 
303(4)(B)  of  ANILCA  states  that  the 
purposes  for  which  Kenai  Refuge  was 


established  include  (i)  to  conserve  fish 
and  wildlife  populations  and  habitats  in 
their  natural  diversity;  (ii)  to  fulfill 
international  treaty  obligations  of  the 
United  States  with  respect  to  fish  and 
wildlife  and  their  habitats;  (iii)  to  ensure 
water  quality  and  necessary  water 
quantity  within  the  refuge;  (iv)  to 
provide  opportunities  for  scientific 
research,  interpretation,  environmental 
education,  and  land  management 
training;  and  (v)  to  provide 
opportunities  for  fish  and  wildlife- 
oriented  recreation.  A  CCP/EIS  was 
completed  for  the  Kenai  Refuge  in  1985 
(50  FR  31777,  Aug.  6,  1985)  following 
direction  in  Section  304(g)  of  ANILCA. 

The  ANILCA  requires  the  Service  to 
designate  areas  according  to  their 
respective  resources  and  values  and  to 
specify  programs  and  uses  within  the 
areas  designated.  To  meet  these 
requirements,  the  Alaska  Region 
established  management  categories.  A 
management  category  is  a  set  of  refuge 
management  directions  applied  to  an 
area  to  accomplish  refuge  purposes  and 
goals.  Appropriate  public  uses, 
commercial  uses,  facilities,  and  human 
activities  are  identified  for  each 
management  category.  Five  management 
categories  currently  apply  to  the  Kenai 
Refuge,  including  (1)  Intensive,  (2) 
Moderate,  (3)  Traditional,  (4)  Minimal, 
and  (5)  Wilderness. 

The  1997  Refuge  Improvement  Act 
includes  additional  direction  for 
conservation  planning  throughout  the 
National  Wildlife  Refuge  System.  This 
direction  has  been  incorporated  into 
national  planning  policy  for  the 
National  Wildlife  Refuge  System, 
including  refuges  in  Alaska.  The  CCP/ 
EIS  for  the  Kenai  Refuge  meets  the 
requirements  of  both  ANILCA  and  the 
Refuge  Administration  Act  as  amended 
by  the  Refuge  Improvement  Act. 

An  Overview  of  Management 
Alternatives 

The  CCP/EIS  describes  and  evaluates 
five  alternatives  (A-E)  for  managing  the 
Kenai  Refuge  for  the  next  15  years. 
Alternatives  A  through  E  are  each 
consistent  with  the  purposes  of  the 
Kenai  Refuge  as  mandated  by  ANILCA. 

Alternative  A  (the  No- Action 
Alternative)  is  required  under  NEPA 
and  describes  continuation  of  current 
management.  Alternative  A  serves  as  a 
baseline  against  which  to  compare  the 
other  four  alternatives,  including 
Alternative  E — the  Service’s  Preferred 
Alternative.  Under  Alternative  A, 
management  of  the  Kenai  Refuge  would 
continue  to  follow  direction  described 
in  the  1985  CCP/EIS  and  record  of 
decision  and  subsequent  step-down 
management  plans.  Under  Alternative 
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A,  the  Kenai  Refuge  would  continue  to 
be  managed  under  five  management 
categories. 

Alternatives  B  through  E  would 
generally  continue  to  follow 
management  direction  as  described  in 
the  1985  CCP/EIS  and  record  of  decision 
and  subsequent  step-down  management 
plans.  However,  some  specific  direction 
occurring  under  current  management 
(Alternative  A)  would  be  altered  or  no 
longer  pursued  under  Alternatives  B 
through  E.  For  example,  under 
Alternatives  B  through  E,  four 
management  categories,  not  five,  would 
be  applied  to  the  Kenai  Refuge, 
eliminating  the  Traditional  management 
category.  Alternative  B  would  convert 
Kenai  Refuge  lands  that  are  currently 
managed  as  Traditional  to  the  Moderate 
or  the  Minimal  management  categories, 
and  Alternatives  C  through  E  would 
convert  Refuge  lands  that  are  currently 
managed  as  Traditional  to  the  Minimal 
management  category. 

The  Alternatives  by  Specific  Issues 

Five  planning  issues  were  raised 
during  scoping.  The  CCP/EIS  for  Kenai 
Refuge  describes  and  evaluates  specific 
management  actions  under  ‘Alternatives 
A  through  E  and  how  each  alternative 
addresses  the  planning  issues.  In  this 
notice,  we  highlight  key  changes  in 
management  of  the  Kenai  Refuge 
proposed  under  Alternatives  A  through 
E  for  each  planning  issue: 

Issue  1 :  Large-Scale  Habitat  Change  and 
the  Use  of  Fire 

Under  Alternatives  A  through  C, 
prescribed  fire  use  would  be  allowed  on 
31  percent  of  the  Refuge,  though  such 
use  would  be  limited  under  Alternative 
A  on  approximately  10  percent  of  the 
Refuge  identified  as  Minimal 
management.  Alternatives  D  and  E 
(Alternative  E  is  the  Preferred 
Alternative)  would  allow  prescribed  fire 
use  on  97.5  percent  of  the  Refuge. 

Under  Alternative  A,  use  of  wildland 
fire  would  be  allowed  on  95  percent  of 
the  Refuge,  and  Alternative  B  would 
allow  such  use  on  84.5  percent  of  the 
Refuge.  This  is  the  technique  of 
managing  naturally  ignited  wildland 
fires  to  accomplish  resource 
management  objectives  for  specific 
areas.  Alternatives  C  through  E  (the 
Preferred  Alternative)  would  allow  use 
of  wildland  fire  on  97.5  percent  of  the 
Refuge — with  use  of  wildland  fire  only 
being  the  default  management  action  in 
designated  Wilderness  (66.4  percent  of 
the  Refuge)  under  Alternative  C.  Under 
Alternatives  D  and  E  (the  Preferred 
Alternative),  use  of  wildland  fire  would 
be  the  default  management  action  in 
Minimal  and  designated  Wilderness 


management  categories  (95  percent  of 
the  Refuge). 

Issue  2:  Manage  Existing  Facilities  for 
Public  Use  While  Ensuring  Resource 
Protection 

Presently,  there  are  three  active  oil 
and  gas  leases  (13,252  acres)  onthe 
Kenai  Refuge  that  were  granted  under 
the  Mineral  Leasing  Act  of  1920.  These 
leases  are  not  anticipated  to  end  during 
the  life  of  this  plan  (15  years)  but  could 
in  the  foreseeable  future.  For  two  of  the 
leases,  the  Swanson  River  and  Beaver 
Creek  Oil  and  Gas  units,  some  of  the 
existing  industrial  roads  and  operating 
facilities  would  be  retained  (in  the  event 
that  operations  cease)  for  public  use 
(except  bicycle  use)  under  Alternative 
A,  though  none  would  be  retained 
under  Alternative  B.  Most  industrial 
roads  would  be  retained  and  converted 
to  trails  for  pedestrian  and  horse  use 
only  under  Alternative  C;  and 
Alternatives  D  and  E  (the  Preferred 
Alternative)  would  retain  and  maintain 
most  roads  for  public  use,  including 
bicycle  use.  No  existing  facilities  would 
be  retained  for  public  use  under 
Alternatives  C  through  E  (the  Preferred 
Alternative)  in  these  oil  and  gas  units. 

In  the  Swanson  River  Oil  and  Gas  Unit, 
up  to  five  primitive  camping  areas 
would  be  provided  for  walk-in  use  only 
under  Alternative  C,  and  two  developed 
campgrounds  would  be  constructed 
under  Alternatives  D  and  E  (the 
Preferred  Alternative).  In  the  Beaver 
Creek  Oil  and  Gas  Unit,  up  to  two 
primitive  camping  areas  would  be 
provided  for  walk-in  use  only  under 
Alternative  C,  one  developed 
campground  would  be  constructed 
under  Alternative  D,  and  no  camping 
facilities  would  be  provided  under 
Alternative  E  (the  Preferred  Alternative). 

Public  vehicle  use  on  the  unimproved 
Mystery  Creek  Access  Road  and 
pipeline  corridor  north  to  Chickaloon 
Bay  would  be  allowed  from  the  start  of 
moose  hunting  season  (approximately 
August  9)  until  snow  cover  under 
Alternative  A.  Under  Alternative  B,  the 
access  road  would  be  improved  and 
public  vehicle  use  would  be  allowed 
July  1  to  November  30  throughout  the 
area,  including  southwest  access  to  the 
East  Fork  of  the  Moose  River. 
Alternatives  C  and  E  (the  Preferred 
Alternative)  would  improve  the  access 
road  to  ensure  public  safety  and 
environmental  protection  while 
providing  for  a  primitive  backcountry 
experience,  and  public  vehicle  use 
would  be  allowed  August  9  to 
November  30  throughout  the  area, 
including  southwest  access  to  the  East 
Fork  of  the  Moose  River.  Under 
Alternative  D,  public  vehicle  use  on  the 


access  road  and  pipeline  corridor  would 
not  be  allowed.  Pedestrian,  horse,  and 
snowmachine  use  would  be  allowed 
under  all  the  alternatives.  Bicycle  use 
would  be  allowed  from  August  9  until 
snow  cover  under  Alternatives  A,  C,  and 
E  (the  Preferred  Alternative),  and  May  1 
to  November  30  under  Alternative  B. 
Alternative  D  would  not  allow  bicycle 
use.  Public  use  registration  would  not 
be  required  under  Alternatives  A  or  D, 
but  it  would  be  required  under 
Alternatives  B,  C,  and  E  (the  Preferred 
Alternative). 

Issue  3:  Enhance  Wildlife-Dependent 
Recreation  Opportunities 

Under  Alternative  A,  personal 
collection  of  berries,  mushrooms,  and 
other  edible  plants,  and/or  the 
collection  of  shed  antlers  would  not  be 
allowed.  Under  Alternatives  B  through 
E  (the  Preferred  Alternative),  personal 
collection  and  use  of  unlimited 
quantities  of  berries,  mushrooms,  and 
other  edible  plants,  and  up  to  eight 
naturally  shed  moose  or  caribou  antlers 
per  person  per  year,  would  be  allowed. 

Issue  4:  Manage  Increasing  Public  Use 
To  Ensure  Resource  and  Visitor- 
Experience  Protection 

For  the  Upper  Kenai  River  (Russian 
River  to  Skilak  Lake),  non-guided  public 
use  would  be  allowed  without 
restriction  under  Alternative  A. 
Alternative  B  would  modify  existing 
management  agreements  and/or  plans 
cooperatively  with  stakeholders  to 
address  non-guided  public  use:  and 
Alternatives  C  through  E  (the  Preferred 
Alternative)  would  implement  a  limited 
permit  program  after  a  public 
rulemaking  process  is  conducted. 

Under  afi  of  the  Alternatives, 
sportfishing  guides  would  be  required  to 
have  special  use  permits.  Permits  would 
be  limited  to  20  under  Alternatives  A 
and  B,  reduced  to  18  under  C  and  E  (the 
Preferred  Alternative),  and  reduced  to 
15  under  Alternative  D.  Permits  would 
be  reduced  through  attrition  and  issued 
competitively.  Each  permit  would  allow 
10  starts  per  week  with  no  more  than  4 
starts  per  day — except  under  Alternative 
B,  which  would  require  additional 
restrictions  on  the  timing  and  starts  of 
boats  beyond  such  levels. 

State-licensed  sportfishing  guides  not 
having  Refuge  special  use  permits  may 
be  issued  Incidental  Use  Permits  (IUPs) 
under  all  the  alternatives  except 
Alternative  D,  which  would  eliminate 
the  IUP  Program.  Alternatives  A,  C,  and 
E  (the  Preferred  Alternative)  would 
issue  up  to  three  IUPs  per  year  subject 
to  quotas  and  blackout  dates,  and 
Alternative  B  would  limit  the  number  of 
IUPs  to  one  per  year. 
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Dispersed  camping  would  be  allowed 
(except  within  one-quarter  mile  of  the 
Sterling  Highway)  upder  all  of  the 
alternatives,  but  would  be  limited  to  14 
days  in  any  30-day  period  under 
Alternative  A;  limited  to  24  hours 
within  any  14-day  period  within  100 
yards  of  the  river  under  Alternative  B; 
not  allowed  within  100  yards  of  the 
river  under  Alternatives  C  and  E  (the 
Preferred  Alternative);  limited  to  48 
hours  within  any  14-day  period  within 
100  yards  of  the  river  and  within  1  mile 
of  the  Kenai  River/Skilak  Lake  inlet/ 
outlet  under  Alternative  D. 

For  the  Middle  Kenai  River  (Skilak 
Lake  downstream  to  the  Refuge 
boundary),  non-guided  public  use 
would  be  allowed  without  restriction 
under  Alternatives  A  and  B.  Such  use 
would  be  allowed  without  restriction 
under  Alternatives  C  and  E  (the 
Preferred  Alternative)  until  a  Limits-of- 
Acceptable  Change  planning  process  is 
completed  with  stakeholders;  and 
Alternative  D  would  implement  a 
limited  permit  program  after  a  public 
rulemaking  process  is  conducted. 

Sportfishing  guides  would  be  required 
to  have  special  use  permits  under  all  of 
the  alternatives,  though  such  permits 
would  be  issued  without  limit  under 
Alternative  A.  Under  Alternative  B,  the 
need  to  implement  a  permitting  process 
would  be  evaluated  after  the  conclusion 
of  the  ongoing  Kenai  River-wide  guide 
process.  Under  Alternatives  C  and  E  (the 
Preferred  Alternative),  permits  would  be 
limited  to  the  number  of  existing 
permittees,  and  existing  permittees 
would  be  “grandfathered”  in  after  a 
public  rulemaking  process  is  conducted; 
under  Alternative  D,  permits  would  be 
limited  to  20  through  a  competitive 
selection  process,  and  management  of 
the  timing  and  starts  of  boats  would  be 
initiated. 

Issue  5:  Balance  Motorized  Access  With 
Resource  and  Visitor-Experience 
Protection 

Under  all  the  alternatives,  airplane 
access  would  not  be  allowed  May  1  to 
September  30  on  any  lake  where  nesting 
trumpeter  swans  and/or  their  broods  are 
present,  except  on  two  lakes  in 
designated  Wilderness — where  the 
closure  would  be  May  1  to  September 
10  under  Alternatives  A  through  C  and 
E  (the  Preferred  Alternative) — and  five 
lakes  in  designated  Wilderness  plus  one 
lake  outside  of  designated  Wilderness 
under  Alternative  D.  Airplane  access 
would  be  allowed  on  46  lakes  in 
designated  Wilderness  under 
Alternatives  A  and  E  (the  Preferred 
Alternative);  45  lakes  under  Alternative 
B;  50  lakes  under  Alternative  C;  and  59 
lakes  under  Alternative  D. 


Under  all  the  alternatives,  floatplane 
access  to  Chickaloon  Flats  would  be 
allowed  on  6.5  miles  of  the  Chickaloon 
River.  Under  Alternative  A,  wheeled 
airplane  access  would  be  allowed  year- 
round  within  designated  areas  of  the 
Chickaloon  Flats  area,  including  three 
upland  landing  zones,  a  designated 
beach  zone,  and  the  unmaintained  Big 
Indian  Creek  airstrip.  Under 
Alternatives  B  through  E  (the  Preferred 
Alternative),  wheeled  airplane  access 
would  be  allowed  on  21  square  miles  of 
unvegetated  portions  of  the  Chickaloon 
Flats  area.  Access  would  also  be 
allowed  on  the  unmaintained  Big  Indian 
Creek  airstrip  under  Alternatives  B  and 
E  (the  Preferred  Alternative).  Under 
Alternatives  C  and  D,  access  would  be 
allowed  on  the  Big  Indian  Creek  airstrip, 
which  would  be  maintained  by  the 
Service;  and  under  Alternative  D,  an 
additional  6.8  square  miles  of 
unvegetated  portions  of  the  Chickaloon 
Flats  would  be  accessible  September  1 
to  December  15  (or  to  coincide  with 
future  waterfowl  hunting  seasons). 

Under  Alternatives  A  through  C  and 
E  (the  Preferred  Alternative), 
snowmachines  would  be  allowed  in 
designated  areas  December  1  to  April  30 
when  the  refuge  manager  determines 
there  is  adequate  snow  cover.  Under 
Alternative  C,  certain  zones  within 
designated  areas  may  be  opened  earlier 
(than  December  1)  or  later  (than  April 
30)  depending  on  local  snow 
conditions. 

Under  Alternative  D,  the  December  1 
to  April  30  time  restriction  would  be 
eliminated,  and  certain  zones  within 
designated  areas  may  be  opened 
depending  on  local  snow  conditions. 
Under  Alternatives  B  through  E  (the 
Preferred  Alternative),  research  studies 
would  be  conducted  with  stakeholders 
to  evaluate  the  effects  of  snowmachine 
use  on  Refuge  resources  and  visitor 
experiences,  and  the  results  of  those 
studies  would  be  used  to  support  future 
management  decisions. 

Public  Availability  of  Comments 

Before  including  your  name,  address, 
phone  number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so.  We  will  make  all  comments  from 
individual  persons  part  of  the  official 
public  record.  We  will  handle  requests 
for  such  comments  in  accordance  with 
the  Freedom  of  Information  Act,  NEPA, 


and  Departmental  policies  and 
procedures. 

Dated:  August  21,  2009. 

Gary  Edwards, 

Acting  Regional  Director,  U.S.  Fish  and 
Wildlife  Service,  Anchorage,  Alaska. 

[FR  Doc.  E 9— 20664  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcement 

Information  Quality  Guidelines 
Pursuant  to  Section  515  of  the 
Treasury  and  General  Government 
Appropriations  Act  for  Fiscal  Year 
2001 

AGENCY:  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  Interior. 
ACTION:  Notice  of  Availability  of  Revised 
Peer  Review  Guidelines. 

SUMMARY:  This  is  a  Notice  of 
Availability  of  the  amended  Information 
Quality  guidelines  of  the  Office  of 
Surface  Mining  Reclamation  and 
Enforcement  (OSM).  OSM’s  amended 
guidelines  implement  the  Information 
Quality  guidelines  published  by  the 
Office  of  Management  and  Budget 
(OMB)  in  the  Federal  Register.  The 
OMB  guidelines  directed  Federal 
agencies  to  issue  and  implement 
guidelines  to  ensure  and  maximize  the 
quality,  objectivity,  utility,  and  integrity 
of  Government  information 
disseminated  to  the  public. 

Accordingly,  OSM  is  amending  its 
Information  Quality  Guidelines  in  order 
to  provide  current  information  about  the 
title  of  the  Information  Quality  contact. 
We  are  making  no  other  substantive 
changes.  We  are  making  minor,  non¬ 
substantive  editorial  and  technical 
corrections.  The  corrected  guidelines 
are  available  on  the  OSM  Internet  Web 
site  at:  http://www.osmre.gov/guidance/ 
osmjnfojquality.shtm. 

FOR  FURTHER  INFORMATION  CONTACT: 
Office  of  the  Chief  Information  Officer, 
Office  of  Surface  Mining  Reclamation 
and  Enforcement,  1951  Constitution 
Ave.,  NW„  Washington,  DC  20240. 
Telephone  (202)  208-2961  or  by  e-mail 
to  infoquality@osmre.gov. 
SUPPLEMENTARY  INFORMATION: 

The  OSM  guidelines,  as  amended, 
implement  guidelines  published  by  the 
Office  of  Management  and  Budget 
(OMB)  in  the  Federal  Register  on 
September  28,  2001  (66  FR  49718)  and 
February  22,  2002  (67  FR  8451).  The 
OMB  guidelines  directed  Federal 
agencies  to  issue  and  implement 
guidelines  to  ensure  and  maximize  the 


Federal  Register /Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Notices 


43721 


quality,  objectivity,  utility,  and  integrity 
of  Government  information 
disseminated  to  the  public.  Our 
Information  Quality  Guidelines  were 
published  in  the  Federal  Register  on 
November  13,  2002  (67  FR  68882).  The 
amendments  addressed  in  this  notice 
reflect  OSM  organizational  changes,  by 
making  appropriate  changes  in  OSM 
contact  information.  Our  amendments 
make  no  other  substantive  changes  in 
our  guidelines;  however,  they  make 
other  minor  technical  and  editing 
corrections.  As  noted  above,  the 
corrected  guidelines  are  available  on  the 
OSM  Internet  Web  site  at:  http:// 
www.osmre.gov/guidance/ 
osminfoquality.sh  tm . 

Dated:  July  28,  2009. 

Glenda  H.  Owens 
Acting  Director. 

[FR  Doc.  E 9-20676  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4310-05-P 


DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 

[WO-260-09-1 060-XQ-24  1A] 

Wild  Horse  and  Burro  Advisory  Board; 
Meeting 

AGENCY:  Bureau  of  Land  Management, 
Interior. 

ACTION:  Announcement  of  meeting. 

SUMMARY:  The  Bureau  of  Land 
Management  (BLM)  announces  that  the 
Wild  Horse  and  Burro  Advisory  Board 
will  conduct  a  meeting  on  matters 
pertaining  to  management  and 
protection  of  wild,  free-roaming  horses 
and  burros  on  the  Nation’s  public  lands. 
DATES:  The  Advisory  Board  will  meet 
Monday,  September  28,  2009  from  8 
a.m.  to  5  p.m.,  local  time.  This  will  be 
a  one  day  meeting. 

ADDRESSES:  The  Advisory  Board  will 
meet  in  Arlington,  Virginia  at  the  Hyatt 
Arlington,  1325  Wilson  Boulevard, 
Arlington,  Virginia  22209.  Their  phone 
number  for  reservations  is  1-800-233- 
1234. 

Written  comments  pertaining  to  the 
Advisory  Board  meeting  should  be  sent 
to:  Bureau  of  Land  Management, 
National  Wild  Horse  and  Burro 
Program,  WO-260,  Attention:  Ramona 
DeLorme,  1340  Financial  Boulevard, 
Reno,  Nevada  89502-7147.  Submit 
written  comments  pertaining  to  the 
Advisory  Board  meeting  no  later  than 
close  of  business  September  23,  2009. 
See  the  SUPPLEMENTARY  INFORMATION 
section  for  electronic  access  and  filing 
address. 


FOR  FURTHER  INFORMATION  CONTACT: 

Ramona  DeLorme,  Wild  Horse  and 
Burro  Administrative  Assistant,  at  775- 
861-  6583.  Individuals  who  use  a 
telecommunications  device  for  the  deaf 
(TDD)  may  reach  Ms.  DeLorme  at  any 
time  by  calling  the  Federal  Information 
Relay  Service  at  1^800-877-8339. 
SUPPLEMENTARY  INFORMATION: 

I.  Public  Meeting 

Under  the  authority  of  43  CFR  part 
1784,  the  Wild  Horse  and  Burro 
Advisory  Board  advises  the  Secretary  of 
the  Interior,  the  Director  of  the  BLM,  the 
Secretary  of  Agriculture,  and  the  Chief 
of  the  Forest  Service,  on  matters 
pertaining  to  management  and 
protection  of  wild,  free-roaming  horses 
and  burros  on  the  Nation’s  public  lands. 
The  tentative  agenda  for  the  meeting  is: 

Monday,  September  28,  2009  (8  a.m.-5 
p.m.) 

8  a.m.  Call  to  Order  &  Introductions: 
8:15  a.m.  Old  Business: 

Update  Pending  Litigation 
8:45  a.m.  Program  Updates: 

Gathers 

Adoptions 

Facilities 

Forest  Service  Update 
Break  (9:30  a.m.-9:45  a.m.) 

9:45  a.m.  Program  Updates 
(continued): 

Program  Accomplishments 
Lunch  (11:45  a.m.-l  p.m.) 

1  p.m.  New  Business: 

Break  (2:45  p.m.-3  p.m.) 

3  p.m.  Public  Comments 
4 -p.m.  Board  Recommendations 
4:45  p.m.  Recap/Summary/Next 
Meeting/Date/Site 
5  p.m.  Adjourn 
The  meeting  site  is  accessible  to 
individuals  with  disabilities.  An 
individual  with  a  disability  needing  an 
auxiliary  aid  or  service  to  participate  in 
the  meeting,  such  as  an  interpreting 
service,  assistive  listening  device,  or 
materials  in  an  alternate  format,  must 
notify  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT  two 
weeks  before  the  scheduled  meeting 
date.  Although  the  BLM  will  attempt  to 
jneet  a  request  received  after  that  date, 
the  requested  auxiliary  aid  or  service 
may  not  be  available  because  of 
insufficient  time  to  arrange  it. 

The  Federal  Advisory  Committee 
Management  Regulations  [41  CFR  101- 
6.1015(b),]  require  BLM  to  publish  in 
the  Federal  Register  notice  of  a  meeting 
15  days  prior  to  the  meeting  date. 

II.  Public  Comment  Procedures 

Members  of  the  public  may  make  oral 
statements  to  the  Advisory  Board  on 
September  28,  2009  at  the  appropriate 


point  in  the  agenda.  This  opportunity  is 
anticipated  to  occur  at  3  p.m.,  local 
time.  Persons  wishing  to  make 
statements  should  register  with  the  BLM 
by  noon  on  September  28,  2009  at  the 
meeting  location.  Depending  on  the 
number  of  speakers,  the  Advisory  Board 
may  limit  the  length  of  presentations.  At 
previous  meetings,  presentations  have 
been  limited  to  three  minutes  in  length. 
Speakers  should  address  the  specific 
wild  horse  and  burro-related  topics 
listed  on  the  agenda.  Speakers  must 
submit  a  written  copy  of  their  statement 
to  the  address  listed  in  the  ADDRESSES 
section  or  bring  a  written  copy  to  the 
meeting. 

Participation  in  the  Advisory  Board 
meeting  is  not  a  prerequisite  for 
submission  of  written  comments.  The 
BLM  invites  written  comments  from  all 
interested  pasties.  Your  written 
comments  should  be  specific  and 
explain  the  reason  for  any 
recommendation.  The  BLM  appreciates 
any  and  all  comments,  but  those  most 
useful  and  likely  to  influence  decisions 
on  management  and  protection  of  wild 
horses  and  burros  are  those  that  are 
either  supported  by  quantitative 
information  or  studies  or  those  that 
include  citations  to  and  analysis  of 
applicable  laws  and  regulations.  Except 
for  comments  provided  in  electronic 
format,  speakers  should  submit  two 
copies  of  their  written  comments  where 
feasible.  The  BLM  will  not  necessarily 
consider  comments  received  after  the 
time  indicated  under  the  DATES  section 
or  at  locations  other  than  that  listed  in 
the  ADDRESSES  section. 

In  the  event  there  is  a  request  under 
the  Freedom  of  Information  Act  (FOIA) 
for  a  copy  of  your  comments,  the  BLM 
will  make  them  available  in  their 
entirety,  including  your  name  and 
address.  Before  including  your  address, 
phone  number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment-including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so.  The  BLM  will  release  all 
submissions  from  organizations  or 
businesses,  and  from  individuals 
identifying  themselves  as 
representatives  or  officials  of 
organizations  or  businesses,  in  their 
entirety,  including  names  and 
addresses. 

Electronic  Access  and  Filing  Address 

Speakers  may  transmit  comments 
electronically  via  the  Internet  to: 
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mmonajdelorme@blm.gov.  Please 
include  the  identifier  “WH&B”  in  the 
subject  of  your  message  and  your  name 
and  address  in  the  body  of  your 
message. 

Dated  August  20,  2009. 

Edwin  L.  Roberson, 

Assistant  Director,  Eenewable  Resources  and 
Planning. 

[FR  Doc.  E 9— 20675  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4310-84-P 


DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 

[LLORW00000  LI 2200000. AL0000;  GP9- 
0335] 

Notice  of  Public  Meeting,  Eastern 
Washington  Resource  Advisory 
Council  Meeting 

AGENCY:  Bureau  of  Land  Management, 
Interior. 

ACTION:  Notice  of  public  meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Land  Policy  and  Management 
Act  of  1976  and  the  Federal  Advisory 
Committee  Act  of  1972,  the  U.S. 
Department  of  the  Interior,  Bureau  of 
Land  Management  (BLM)  Eastern 
Washington  Resource  Advisory  Council 
will  meet  as  indicated  below. 

DATES:  September  24-25,  2009. 

SUPPLEMENTARY  INFORMATION:  The 

meeting  will  be  open  to  the  public.  It 
will  begin  at  1  p.m.  and  end  at  4  p.m. 
on  September  24,  and  begin  at  8  p.m. 
and  end  at  12  p.m.  on  September  25. 

The  meeting  will  be  held  at  The  Nature 
Conservancy  Whisper  Lake  facility, 
which  is  approximately  25  miles 
southwest  of  Coulee  City,  WA.  Topics  of 
discussion  will  include  special  status 
species,  grazing  management,  and 
resource  management  planning.  If 
members  of  the  public  are  interested  in 
participating,  please  call  the  Spokane 
District  Office  at  (509)  536-1200  for 
details. 

FOR  FURTHER  INFORMATION  CONTACT: 

BLM  Spokane  District,  1103  N.  Fancher 
Rd.,  Spokane  Valley,  WA  99212,  or  call 
(509)  536-1200. 

Dated:  August  21,  2009. 

Sally  Sovey, 

Acting  District  Manager. 

[FR  Doc.  E 9— 20661  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4310-33-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R8-ES-2009-N1 77;  81430-1112- 
0000-F2] 

Proposed  Habitat  Conservation  Plan 
for  the  Federally  Threatened  Coastal 
California  Gnatcatcher  in  Connection 
With  the  Jamacha  Road  36-Inch 
Pipeline  Construction  Project  (CIP 
P2009)  in  San  Diego  County,  CA 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability. 

SUMMARY:  We,  the  U.S.  Fish  and 
Wildlife  Service  (Service),  have  received 
an  application  from  the  Otay  Water 
District  (OWD)  for  a  5-year  incidental 
take  permit  for  one  covered  species 
under  the  Endangered  Species  Act  of 
1973  (Act),  as  amended.  The  application 
addresses  the  potential  for  “take”  of  the 
federally  threatened  coastal  California 
gnatcatcher  ( Polioptila  californica 
californica )  associated  with  the 
construction  of  a  36-inch  pipeline 
(OWD  CIP  P2009)  along  Jamacha  Road 
in  the  City  of  El  Cajon  and 
unincorporated  community  of  Rancho 
San  Diego  in  the  County  of  San  Diego, 
California.  A  habitat  conservation 
program  (HCP)  to  mitigate  for  the 
project  activities  would  be  implemented 
by  OWD.  We  are  requesting  comments 
on  the  HCP  and  our  preliminary 
determination  that  the  proposed  plan 
qualifies  as  a  “low-effect”  Habitat 
Conservation  Plan,  eligible  for  a 
categorical  exclusion  under  the  National 
Environmental  Policy-  Act  (NEPA)  of 
1969,  as  amended.  The  basis  for  this 
determination  is  discussed  in  the 
Environmental  Action  Statement  and 
Low  Effect  Screening  Form  (Screening 
Form),  which  is  also  available  for  public 
review. 

DATES:  To  ensure  consideration,  we 
must  receive  your  written  comments  by 
September  28,  2009. 

ADDRESSES:  Send  comments  by  U.S. 
mail  to  Jim  Bartel,  Field  Supervisor, 

U.S.  Fish  and  Wildlife  Service,  Carlsbad 
Fish  and  Wildlife  Office,  6010  Hidden 
Valley  Road,  Suite  101,  Carlsbad,  CA 
92011,  or  by  fax  to  (760)  431-5901. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Karen  Goebel,  Assistant  Field 
Supervisor,  Carlsbad  Fish  and  Wildlife 
Office  (see  ADDRESSES);  telephone  (760) 
431-9440,  extension  296. 
SUPPLEMENTARY  INFORMATION:  We  have 
received  an  application  from  OWD  for 
an  incidental  take  permit  for  the 
federally  threatened  coastal  California 
gnatcatcher  ( Polioptila  californica 


californica)  (gnatcatcher).  A 
conservation  program  to  mitigate  for  the 
project  activities  would  be  implemented 
by  OWD  as  described  in  the  Habitat 
Conservation  Plan  for  the  Federally 
Threatened  Coastal  California 
Gnatcatcher  in  Connection  with  the 
Jamacha  Road  36-inch  Pipeline 
Construction  Project  (CIP  P2009)  in  San 
Diego  County,  California  (HCP),  July, 
2009.  This  species  is  referred  to  as  the 
“gnatcatcher”  in  the  proposed  HCP. 

We  are  requesting  comments  on  the 
HCP  and  our  preliminary  determination 
that  the  proposed  plan  qualifies  as  a 
“low-effect”  Habitat  Conservation  Plan, 
eligible  for  a  categorical  exclusion  under 
the  National  Environmental  Policy  Act 
(NEPA)  of  1969,  as  amended.  The  basis 
for  this  determination  is  discussed  in 
the  Screening  Form. 

Availability  of  Documents 

Individuals  wishing  copies  of  the 
proposed  HCP  and  Screening  Form, 
which  includes  the  Environmental 
Action  Statement,  should  immediately 
contact  us  by  telephone  at  (760)  431- 
9440  or  by  letter  to  the  Carlsbad  Fish 
and  Wildlife  Office  (see  ADDRESSES). 
Copies  of  the  proposed  HCP  and 
Screening  Form  also  are  available  for 
public  inspection  during  regular 
business  hours  at  the  same  office. 

Background 

Section  9  of  the  Act  (16  U.S.C.  1531 
et  seq.)  and  its  implementing  Federal 
regulations  prohibit  the  take  of  animal 
species  listed  as  endangered  or 
threatened.  Take  is  defined  under  the 
Act  as  follows:  To  harass,  harm,  pursue, 
hunt,  shoot,  wound,  kill,  trap,  capture, 
or  collect  listed  animal  species,  or  to 
attempt  to  engage  in  such  conduct  (16 
U.S.C.  1538).  However,  under  section 
10(a)  of  the  Act,  we  may  issue  permits 
to  authorize  incidental  take  of  listed 
species.  “Incidental  take”  is  defined  by 
the  Act  as  take  that  is  incidental  to,  and 
not  the  purpose  of,  carrying  out  an 
otherwise  lawful  activity.  Regulations 
governing  incidental  take  permits  for 
threatened  and  endangered  species, 
respectively,  are  found  in  the  Code  of 
Federal  Regulations  (October  1,  2006,  50 
CFR  17.22)  and  (October  1,  2001,  50 
CFR  17.32). 

OWD  is  seeking  a  permit  for  take  of 
the  gnatcatcher.  The  current  known 
range  of  the  gnatcatcher  extends  from 
the  coastal  slopes  in  southern 
Ca'liforilia,  from  southern  Ventura 
southward  through  Los  Angeles, 

Orange,  Riverside,  San  Bernardino,  and 
San  Diego  Counties  into  Baja  California, 
Mexico,  to  approximately  30  degrees 
North  latitude  near  El  Rosario. 
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OWD  proposes  to  construct 
approximately  5  miles  of  36-inch 
cement  mortar  lined  and  coated  steel 
pipeline  to  transfer  potable  water  from 
a  flow  control  facility  in  the  City  of  El 
Cajon  to  two  OWD  reservoirs  in  the 
unincorporated  community  of  Rancho 
San  Diego.  The  pipeline  will  provide  12 
million  gallons  (mgd)  of  potable  water 
per  day  of  on-peak  capacity  and  16  mgd 
of  off-peak  capacity.  The  proposed 
pipeline  will  be  constructed  in  existing 
roadways  for  approximately  22,600  feet 
(4.2  miles)  from  the  northwest  corner  of 
Lexington  Avenue  and  Third  Street  in 
the  City  of  El  Cajon,  to  Fury  Lane  in 
Rancho  San  Diego.  The  proposed 
pipeline  would  then  continue  for 
approximately  4,300  feet  (0.8  miles)  as 
it  passes  through  both  disturbed  and 
vegetated  areas  along  the  southern 
boundary  of  Cuyamaca  Community 
College  before  terminating  at  OWD’s 
Regulatory  Site,  where  it  would  connect 
to  the  reservoirs.  Maintenance  activities 
in  subsequent  years  will  be  limited  to 
annual  visual  inspections  of  the  valves 
and  blow-offs  located  along  the 
pipeline,  all  of  which  occur  within  or 
immediately  adjacent  to  (and  would  be 
accessible  via)  existing  developed  or 
disturbed  areas.  Up  to  0.95  acre  (ac)  of 
coastal  California  gnatcatcher  habitat 
may  be  temporarily  lost  through 
implementation  of  the  HCP  over  5  years. 

OWD  proposes  to  mitigate  the  effects 
to  the  gnatcatcher  by  fully 
implementing  the  HCP.  The  HCP 
emphasizes  protection  of  habitat 
through  impact  avoidance  and  use  of 
operational  protocols  designed  to  avoid 
or  minimize  impacts  to  the  gnatcatcher. 
OWD  will  supplement  these  operational 
protocols,  or  avoidance  and 
minimization  measures,  with  onsite 
habitat  restoration,  by  re-seeding  the 
0.95-ac  impact  site  with  a  Diegan  coastal 
sage  scrub  (DCSS)  mixture  approved  by 
the  Service.  Additionally,  OWD  will 
permanently  conserve  and  manage  high- 
quality  gnatcatcher  habitat  by  deducting 
credits  from  the  San  Miguel  Habitat 
Management  Area  (HMA). 

The  Proposed  Action  consists  of  the 
issuance  of  an  incidental  take  permit 
and  implementation  of  the  proposed 
HCP.  Three  alternatives  to  the  proposed 
action  are  considered  in  the  HCP.  Under 
the  no-project  alternative,  a  permit 
would  not  be  issued,  and  OWD  would 
avoid  take  of  the  coastal  California 
gnatcatcher.  However,  this  alternative 
would  not  allow  for  the  necessary 
transfer  of  water  from  the  Otay  14  Flow 
Control  Facility  to  OWD’s  640-1  and 
640-2  reservoirs.  In  addition,  the  no¬ 
project  alternative  would  not  be  in 
compliance  with  the  agreement  between 
the  San  Diego  County  Water  Authority 


and  OWD  for  design,  construction, 
operation,  and  maintenance  of 
modifications  to  the  Otay  14  Flow 
Control  Facility,  executed  on  January 
24,  2007,  which  requires  the 
construction  of  the  36-inch  pipeline  to 
transfer  the  necessary  amount  of  water; 
OWD’s  existing  24-inch  line  is  not 
sufficient  to  transfer  the  amount  of 
water  specified  in  the  agreement.  The 
second  alternative  would  be  to  defer  the 
project  until  a  larger,  multi-agency 
multiple  species  habitat  conservation 
plan  could  be  developed.  This 
alternative  was  rejected  because  delays 
in  the  construction  of  the  36-inch 
pipeline  would  not  allow  OWD  to  meet 
the  aforementioned  contractual  water 
transfer  requirements.  The  third 
alternative  entails  a  different  route  for 
the  southern  portion  of  the  alignment 
that  would  continue  on  Campo  Road  to 
the  entrance  of  OWD’s  Regulatory  Site 
and  then  head  north  along  the 
Regulatory  Site  driveway,  concluding  at 
the  reservoirs.  This  alternative  would 
result  in  impacts  to  approximately  0.75 
ac  of  coastal  sage  scrub  located  along 
the  existing  driveway  to  the  Regulatory 
Site.  This  alternative  was  rejected 
because  of  excessively  higher  costs, 
negative  traffic  impacts,  and  negative 
effects  to  OWD  operations  at  the 
Regulatory  Site.  Additionally,  this 
alternative  would  not  significantly 
reduce  impacts  to  gnatcatcher-occupied 
coastal  sage  scrub  from  those  associated 
with  the  proposed  project  (i.e.,  0.75  ac 
versus  0.95  ac).  The  proposed  project 
would  be  more  cost-effective,  efficient, 
and  timely. 

We  have  made  a  preliminary 
determination  that  approval  of  the 
proposed  HCP  qualifies  as  a  categorical 
exclusion  under  NEPA,  as  provided  by 
the  Department  of  the  Interior  Manual 
(516  DM  2,  Appendix  1  and  516  DM  6, 
Appendix  1)  and  as  a  “low-effect”  plan 
as  defined  by  the  Habitat  Conservation 
Planning  Handbook  (November  1996). 
Determination  of  low-effect  habitat 
conservation  plans  is  based  on  the 
following  three  criteria: 

(1)  Implementation  of  the  proposed 
HCP  would  result  in  minor  or  negligible 
effects  on  federally  listed,  proposed,  and 
candidate  species  and  their  habitats; 

(2)  Implementation  of  the  proposed 
HCP  would  result  in  minor  or  negligible 

-  effects  on  other  environmental  values  or 
resources;  and 

(3)  Impacts  of  the  proposed  HCP, 
considered  together  with  the  impacts  of 
other  past,  present,  and  reasonably 
foreseeable  similarly  situated  projects, 
would  not  result,  over  time,  in 
cumulative  effects  to  environmental 
values  or  resources  that  would  be 
considered  significant. 


Based  upon  this  preliminary 
determination,  we  do  not  intend  to 
prepare  further  NEPA  documentation. 
We  will  consider  public  comments  in 
making  the  final  determination  on 
whether  to  prepare  such  additional 
documentation. 

Public  Availability  of  Comments 

Before  including  your  address,  phone 
number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Authority 

We  provide  this  notice  pursuant  to 
section  10(c)  of  the  Act. 

Next  Steps 

We  will  evaluate  the  permit 
application,  the  proposed  HCP,  and 
comments  submitted  thereon  to 
determine  whether  the  application 
meets  the  requirements  of  section  10(a) 
of  the  Act.  If  the  requirements  are  met, 
we  will  issue  a  permit  to  OWD  for  the 
incidental  take  of  the  coastal  California 
gnatcatcher  associated  with  the 
construction,  operation,  and 
maintenance  of  the  Jamacha  Road  36- 
inch  Pipeline  (CIP  P2009)  in  San  Diego 
County,  California. 

Dated:  August  21,  2009. 

Jim  A.  Bartel, 

Field  Supervisor,  Carlsbad  Fish  and  Wildlife 
Office,  Carlsbad,  California. 

[FR  Doc.  E 9-20660  Filed  8-26-09;  8:45  am] 

BILUNG  CODE  4310-55-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Inv.  No.  337-TA-683] 

In  the  Matter  of  Certain  MLC  Flash 
Memory  Devices  and  Products 
Containing  Same;  Notice  of 
Investigation 

AGENCY:  U.S.  International  Trade 
Commission. 

ACTION:  Institution  of  investigation 
pursuant  to  19  U.S.C.  1337.  * 

SUMMARY:  Notice  is  hereby  given  that  a 
complaint  was  filed  with  the  U.S. 
International  Trade  Commission  on  July 
27,  2009,  under  section  337  of  the  Tariff 
Act  of  1930,  as  amended,  19  U.S.C. 
1337,  on  behalf  of  BTG  International 
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Inc.  of  West  Conshohocken, 
Pennsylvania.  A  letter  supplementing 
the  complaint  was  filed  on  August  18, 
2009.  The  complaint  alleges  violations 
of  section  337  based  upon  the 
importation  into  the  United  States,  the 
sale  for  importation,  and  the  sale  within 
the  United  States  after  importation  of 
certain  MLC  flash  memory  devices  and 
products  containing  same  by  reason  of 
infringement  of  certain  claims  of  U.S. 
Patent  Nos.  5,394,362;  5,764,571; 
5,872,735;  6,104,640;  and  6,118,692. 

The  complaint  further  alleges  that  an 
industry  in  the  United  States  exists  as 
required  by  subsection  (a)(2)  of  section 
337. 

The  complainant  requests  that  the 
Commission  institute  an  investigation 
and,  after  the  investigation,  issue  an 
exclusion  order  and  a  cease  and  desist 
order. 

ADDRESSES:  The  complaint,  except  for 
any  confidential  information  contained 
therein,  is  available  for  inspection 
during  official  business  hours  (8:45  a.m. 
to  5:15  p.m.)  in  the  Office  of  the 
Secretary,  U.S.  International  Trade 
Commission,  500  E  Street,  SW.,  Room 
112,  Washington,  DC  20436,  telephone 
202-205-2000.  Hearing  impaired 
individuals  are  advised  that  information 
on  this  matter  can  be  obtained  by 
contacting  the  Commission’s  TDD 
terminal  on  202-205-1810.  Persons 
with  mobility  impairments  who  will 
need  special  assistance  in  gaining  access 
to  the  Commission  should  contact  the 
Office  of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  internet  server  at  http:// 
www.usitc.gov.  The  public  record  for 
this  investigation  may  be  viewed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  http://edis.usitc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Stephen  R.  Smith,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  telephone  (202) 
205-2746. 

Authority:  The  authority  for  institution  of 
this  investigation  is  contained  in  section  337 
of  the  Tariff  Act  of  1930,  as  amended,  and 
in  section  210.10  of  the  Commission’s  Rules 
of  Practice  and  Procedure,  19  CFR  210.10 
(2009). 

Scope  of  Investigation:  Having 
considered  the  complaint,  the  U.S. 
International  Trade  Commission,  on 
August  21,  2009,  ordered  that — 

(1)  Pursuant  to  subsection  (b)  of 
section  337  of  the  Tariff  Act  of  1930,  as 
amended,  an  investigation  be  instituted 
to  determine  whether  there  is  a 
violation  of  subsection  (a)(1)(B)  of 
section  337  in  the  importation  into  the 
United  States,  the  sale  for  importation, 


or  the  sale  within  the  United  States  after 
importation  of  certain  MLC  flash 
memory  devices  or  products  containing 
same  that  infringe  one  or  more  of  claim 
1  of  U.S.  Patent  No.  5,394,362;  claims  1- 
47  of  U.S.  Patent  No.  5,764,571;  claims 
29-42  of  U.S.  Patent  No.  5,872,735; 
claims  1,  2,  5-8,  11-14,  17-21,  24-27, 

29,  31-33,  35,  37,  and  38  of  U.S.  Patent 
No.  6,104,640;  and  claims  43  and  64  of 
U.S.  Patent  No.  6,118,692;  and  whether 
an  industry  in  the  United  States  exists 
as  required  by  subsection  (a)(2)  of 
section  337; 

(2)  For  the  purpose  of  the 
investigation  so  instituted,  the  following 
are  hereby  named  as  parties  upon  which 
this  notice  of  investigation  shall  be 
served: 

(a)  The  complainant  is — BTG 
International  Inc.,  Five  Tower  Bridge, 
Suite  800,  300  Barr  Harbor  Drive,  West 
Conshohocken,  Pennsylvania  19428- 
2998. 

(b)  The  respondents  are  the  following 
entities  alleged  to  be  in  violation  of 
section  337,  and  are  the  parties  upon 
which  the  complaint  is  to  be  served: 

Samsung  Electronics  Co.,  Ltd.,  250,  2- 
ga,  Taepyong-ro  Jang-gu,  Seoul  1  DO- 
742,  South  Korea. 

Samsung  Electronics  America,  Inc., 

105  Challenger  Road,  Ridgefield 
Park,  New  Jersey  07660. 

Samsung  Semiconductor,  Inc.,  3655 
North  First  Street,  San  Jose, 
California  95134. 

Samsung  Telecommunications 
America,  LLC,  1301  East  Lookout 
Drive,  Richardson,  Texas  75082. 

Apple,  Inc.,  1  Infinite  Loop, 

Cupertino,  California  95014. 

ASUStek  Computer,  Inc.,  150  Li-Te 
Rd.,  Peitou,  Taipei  112,  Taiwan. 

ASUS  Computer  International,  800 
Corporate  Way,  Fremont,  California 
94539. 

Dell,  Inc.,  1  Dell  Way,  Round  Rock, 
Texas  78682-2222. 

Lenovo  Group  Limited,  23rd  Floor, 
Lincoln  House,  Taikoo  Place,  979 
King’s  Road,  Quany  Bay,  Hong 
Kong.  . 

Lenovo  (United  States)  Inc.,  1009 
Think  Place,  Morrisville,  North 
Carolina  27560. 

PNY  Technologies,  Inc.,  299  Webro 
Rd.,  Parsippany,  New  Jersey  07054- 
0218. 

Research  In  Motion,  Ltd.,  295  Phillip 
Street,  Waterloo,  Ontario,  Canada 
N2L  3W8. 

Research  in  Motion  Corporation,  122 
West  John  Carpenter  Parkway,  Suite 
430,  Irving,  Texas  75039. 

Sony  Corporation,  1-7-1,  Konan, 
Minato-ku,  Tokyo  108-0075,  Japan. 

Sony  Electronics,  Inc.,  16530  Via 


Esprillo,  San  Diego,  California 
92127. 

Transcend  Information,  Inc.,  No.  70, 
Xing  Zhong  Rd.,  NeiHu  Dist., 

Taipei,  Taiwan. 

(c)  The  Commission  investigative 
attorney,  party  to  this  investigation,  is 
Stephen  R.  Smith,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  500  E  Street,  SW., 
Suite  401,  Washington,  DC  20436;  and 

(3)  For  the  investigation  so  instituted, 
the  Honorable  Paul  J.  Luckem,  Chief 
Administrative  Law  Judge,  U.S. 
International  Trade  Commission,  shall 
designate  the  presiding  Administrative 
Law  Judge. 

Responses  to  the  complaint  and  the 
notice  of  investigation  must  be 
submitted  by  the  named  respondents  in 
accordance  with  section  210.13  of  the 
Commission’s  Rules  of  Practice  and 
Procedure,  19  CFR  210.13.  Pursuant  to 
19  CFR  201.16(d)  and  210.13(a),  such 
responses  will  be  considered  by  the 
Commission  if  received  not  later  than  20 
days  after  the  date  of  service  by  the 
Commission  of  the  complaint  and  the 
notice  of  investigation.  Extensions  of 
time  for  submitting  responses  to  the 
complaint  and  the  notice  of 
investigation  will  not  be  granted  unless 
good  cause  therefor  is  shown. 

Failure  of  a  respondent  to  file  a  timely 
response  to  each  allegation  in  the 
complaint  and  in  this  notice  may  be 
deemed  to  constitute  a  waiver  of  the 
right  to  appear  and  contest  the 
allegations  of  the  complaint  and  this 
notice,  and  to  authorize  the 
administrative  law  judge  and  the 
Commission,  without  further  notice  to 
the  respondent,  to  find  the  facts  to  be  as 
alleged  in  the  complaint  and  this  notice 
and  to  enter  an  initial  determination 
and  a  final  determination  containing 
such  findings,  and  may  result  in  the 
issuance  of  an  exclusion  order  or  a  cease 
and  desist  order  or  both  directed  against 
a  respondent. 

Issued:  August  24,  2009. 

By  order  of  the  Commission. 

Marilyn  R.  Abbott, 

Secretary  to  the  Commission. 

William  R.  Bishop, 

Acting  Secretary  to  the  Commission. 

[FR  Doc.  E 9— 20692  Filed  8-26-09;  8:45  am] 
BILLING  CODE  P 


DEPARTMENT  OF  JUSTICE 

Notice  of  Lodging  of  Consent  Decree  ' 
Under  the  Clean  Air  Act 

Pursuant  to  28  CFR  50.7,  notice  is 
hereby  given  that,  on  August  21,  2009, 
a  proposed  Consent  Decree  in  United 
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States  v.  Vertellus  Agriculture  &■ 

Nutrition  Specialties  LLC,  Civil  Action 
No.  l:09-cv-1030-SEB-TAB  (S.D.  Ind.) 
was  lodged  with  the  United  States 
District  Court  for  the  Southern  District 
of  Indiana.  The  Consent  Decree 
addresses  alleged  violations  of  the  Clean 
Air  Act,  42  U.S.C.  7401-7671q,  and  its 
implementing  regulations  at  a  specialty 
chemical  manufacturing  facility  in 
Indianapolis,  Indiana  that  is  owned  and 
operated  by  Vertellus  Agriculture  & 
Nutrition  Specialties  LLC  (“Vertellus”). 
The  United  States  alleges  that  Vertellus 
has  failed  to  comply  with  certain 
requirements  governing  the  control  of 
hazardous  air  pollutant  emissions  under 
Clean  Air  Act  Section  112,  42  U.S.C. 
7412,  and  the  implementing  regulations 
at:  (i)  40  CFR  Part  63,  Subpart  H 
(National  Emission  Standards  for 
Organic  Hazardous  Air  Pollutants  for 
Equipment  Leaks):  (ii)  EPA  Reference 
Method  21  at  40  CFR  Part  60,  Appendix 
A;  and  (iii)  40  CFR  Part  63,  Subpart 
GGG  (National  Emission  Standards  for 
Hazardous  Air  Pollutants  for 
Pharmaceuticals  Production).  The 
United  States  also  alleges  a  violation  of 
Clean  Air  Act  Section  502(a),  42  U.S.C. 
7661a(a),  for  failure  to  comply  with  a 
requirement  of  Vertellus’  permit  issued 
under  Title  V  of  the  Act. 

The  proposed  Consent  Decree  would 
resolve  the  claims  alleged  in  the  United 
States’  Complaint  in  exchange  for  the 
Defendant’s  commitment  to  implement 
appropriate  injunctive  relief,  pay 
$450,000  civil  penalty,  and  perform  a 
$705,000  Supplemental  Environmental 
Project.  Among  other  things,  the 
injunctive  relief  provisions  of  the 
Decree  would  require  Vertellus  to 
implement  an  enhanced  leak  detection 
and  repair  program  and  a  program  to 
operate  and  maintain  an  incinerator  in 
a  manner  consistent  with  good  air 
pollution  control  practices  for 
minimizing  emissions. 

The  Department  of  Justice  will  receive 
comments  relating  to  the  Consent 
Decree  for  a  period  of  thirty  (30)  days 
from  the  date  of  this  publication. 
Comments  should  be  addressed  to  the 
Assistant  Attorney  General, 
Environment  and  Natural  Resources 
Division,  and  mailed  either 
electronically  to  pubcomment- 
ees.enrd@usdoj.gov  or  in  hard  copy  to 
P.O.  Box  7611,  U.S.  Department  of 
Justice,  Washington,  DC  20044-7611. 
Comments  should  refer  to  United  States 
v.  Vertellus  Agriculture  &  Nutrition 
Specialties  LLC,  Civil  Action  No.  1:09- 
cv-1030-SEB-TAB  (S.D.  Ind.)  and  D.J. 
Ref.  No.  90-5-2-1-09022. 

The  Consent  Decree  may  be  examined 
at:  (1)  The  offices  of  the  United  States 
Attorney,  10  West  Market  Street,  Suite 


2100,  Indianapolis,  Indiana;  and  (2)  the 
offices  of  the  U.S.  Environmental 
Protection  Agency,  Region  5,  77  West 
Jackson  Boulevard,  14th  Floor,  Chicago, 
Illinois.  During  the  public  comment 
period,  the  Consent  Decree  may  also  be 
examined  on  the  following  Department 
of  Justice  Web  site:  http:// 
www. usdoj.gov/enrd/ 
Consent_Decrees.html.  A  copy  of  the 
Consent  Decree  may  also  be  obtained  by 
mail  from  the  Department  of  Justice 
Consent  Decree  Library,  P.O.  Box  7611, 
Washington,  DC  20044-7611  or  by 
faxing  or  e-mailing  a  request  to  Tonia 
Fleetwood  ( tonia.fleetwood@usdoj.gov ), 
fax  no.  (202)  514-0097,  phone 
confirmation  number  (202)  514-1547.  In 
requesting  a  copy  from  the  Consent 
Decree  Library,  please  enclose  a  check 
in  the  amount  of  $15.75  (63  pages  at  25 
cents  per  page  reproduction  cost) 
payable  to  the  U.S.  Treasury. 

Maureen  M.  Katz, 

Assistant  Chief,  Environmental  Enforcement 
Section,  Environment  and  Natural  Resources 
Division. 

(FR  Doc.  E 9— 20602  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4410-15-P 


DEPARTMENT  OF  JUSTICE 

Notice  of  Lodging  of  Consent  Decree 
Under  the  Clean  Water  Act 

Notice  is  hereby  given  that  on  August 
24,  2009,  a  proposed  Consent  Decree  in 
United  States  v.  Ameripride  Services, 
Inc.,  Civil  Action  No.  3:09-cv-1333 
(WWE),  was  lodged  with  the  United  > 
States  District  Court  for  the  District  of 
Connecticut. 

In  this  action,  the  United  States  seeks, 
inter  alia,  civil  penalties  and  injunctive 
relief  from  Ameripride  for  alleged 
violations  under  the  Clean  Water  Act, 

33  U.S.C.  §§  1319(b)  and  (d),  at  its 
Hartford,  Connecticut  laundry  facility. 
The  complaint  in  this  matter  alleges  that 
Ameripride  violated  Federal 
pretreatment  standards  and  State  permit 
limitations  in  relation  to  discharges 
from  the  facility  which  contained  excess 
pH,  oil/grease  and  metals.  The  Consent 
Decree  requires  Ameripride,  among 
other  things,  to  pay  a  civil  penalty  of 
$525,000  and  submit  periodic  reports 
relating  to  its  future  compliance  with 
the  Act. 

The  Department  of  Justice  will  receive 
for  a  period  of  thirty  (30)  days  from  the 
date  of  this  publication  comments 
relating  to  the  Consent  Decree. 
Comments  should  be  addressed  to  the 
Assistant  Attorney  General, 
Environment  and  Natural  Resources 
Division,  and  either  e-mailed  to 
pubcomment-ees.enrd@usdoj:gov  or 


mailed  to  P.O.  Box  7611,  U.S. 

Department  of  Justice,  Washington,  DC 
20044-7611,  and  should  refer  to  United 
States  v.  Ameripride  Services,  Inc.,  D.J. 
Ref.  90-5-1-1-09559. 

The  Consent  Decree  may  be  examined 
at  the  Office  of  the  United  States 
Attorney,  District  of  Connecticut, 
Connecticut  Financial  Center,  157 
Church  Street,  Floor  23,  New  Haven, 
Connecticut  06510.  During  the  public 
comment  period,  the  Consent  Decree 
may  also  be  examined  on  the  following 
Department  of  Justice  Web  site,  to 
http://www.  usdoj.gov/enrd/ 
Consent_Decrees.html.  A  copy  of  the 
Consent  Decree  may  also  be  obtained  by 
mail  from  the  Consent  Decree  Library, 
P.O.  Box  7611,  U.S.  Department  of 
Justice,  Washington,  DC  20044-7611  or 
by  faxing  or  e-mailing  a  request  to  Tonia 
Fleetwood  ( tonia.fleetwood@usdoj.gov ), 
fax  no.  (202)  514-0097,  phone 
confirmation  number  (202)  514-1547.  In 
requesting  a  copy  from  the  Consent 
Decree  Library,  please  enclose  a  check 
in  the  amount  of  $7.50  (25  cents  per 
page  reproduction  costs  of  Consent 
Decree  and  Appendices)  payable  to  the 
U.S.  Treasury  or,  if  by  e-mail  or  fax, 
forward  a  check  in  that  amount  to  the 
Consent  Decree  Library  at  the  stated 
address. 

Maureen  Katz, 

Assistant  Chief,  Environmental  Enforcement 
Section,  Environment  and  Natural  Resources 
Division. 

[FR  Doc.  E9-20715  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4410-15-P 

DEPARTMENT  OF  AGRICULTURE 
DEPARTMENT  OF  JUSTICE 
Antitrust  Division 

Agriculture  and  Antitrust  Enforcement 
Issues  in  Our  21st  Century  Economy 

AGENCIES:  U.S.  Department  of 
Agriculture  and  U.S.  Department  of 
Justice,  Antitrust  Division. 

ACTION:  Notice  of  public  hearings  and 
opportunity  for  comment. 

SUMMARY:  The  Antitrust  Division  of  the 
U.S.  Department  of  Justice  (DOJ)  and  the 
United  States  Department  of  Agriculture 
(USD A)  strongly  believe  that  a 
competitive  agriculture  sector  is  vitally 
important  to  producers  and  consumers 
alike.  To  this  end,  the  DOJ  and  USDA, 
with  the  participation  of  State  Attorneys 
General,  intend  to  hold  a  series  of 
public  workshops  to  explore 
competition  issues  affecting  the 
agricultural  sector  in  the  21st  Century 
and  the  appropriate  role  for  antitrust 
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and  regulatory  enforcement  in  that 
sector.  Agricultural  producers  and  their 
representatives  have  expressed  concerns 
about  changes  in  the  agricultural 
marketplace,  including  increasing 
processor  concentration  in  some 
commodities.  There  have  been  several 
congressional  oversight  hearings  related 
to  competition  in  the  agricultural  sector, 
as  well  as  legislative  proposals  to 
restrict  the  activities  of  agricultural 
processors  and  intensify  federal 
government  scrutiny  of  agricultural 
mergers. 

The  workshops  will  address  the 
dynamics  of  competition  in  agriculture 
markets,  including,  among  other  issues, 
buyer  power  (also  known  as 
monopsony)  and  vertical  integration. 
They  will  examine  legal  doctrines  and 
jurisprudence  and  current  economic 
learning,  and  will  provide  an 
opportunity  for  farmers,  ranchers, 
consumer  groups,  processors, 
agribusinesses,  and  other  interested 
parties  to  provide  examples  of 
potentially  anticompetitive  conduct  and 
to  discuss  any  concerns  about  the 
application  of  the  antitrust  laws  to  the 
agricultural  sector.  The  goals  of  the 
workshops  are  to  promote  dialogue 
among  interested  parties  and  foster 
learning  with  respect  to  the  appropriate 
legal  and  economic  analyses  of  these 
issues  as  well  as  to  listen  to  and  learn 
from  parties  with  real-world  experience 
in  the  agricultural  sector. 

To  begin,  the  DOJ  and  USDA  are 
soliciting  public  comments  from 
lawyers,  economists,  agribusinesses, 

’  consumer  groups,  academics, 
agricultural  producers,  agricultural 
cooperatives,  and  other  interested 
parties.  The  DOJ  and  USDA  are 
interested  in  comments  on  the 
application  of  the  antitrust  laws  to 
monopsony  and  vertical  integration  in 
the  agricultural  sector,  including  the 
scope,  functionality,  and  limits  of 
current  or  potential  rules.  The  DOJ  and 
USDA  are  also  inviting  input  on 
additional  topics  that  might  be 
discussed  at  the  workshops,  including 
the  impact  of  agriculture  concentration 
on  food  costs,  the  effect  of  agricultural 
regulatory  statutes  or  other  applicable 
laws  and  programs  on  competition, 
issues  relating  to  patent  and  intellectual 
property  affecting  agricultural  marketing 
or  production,  and  market  practices 
such  as  price  spreads,  forward  contracts, 
packer  ownership  of  livestock  before 
slaughter,  market  transparency,  and 
increasing  retailer  concentration. 

The  DOJ  and  USDA  plan  to  hold  the 
first  workshop  in  early  2010.  While 
some  of  these  workshops  may  be  held 
in  Washington,  DC,  others  will  be  held 
regionally.  The  DOJ  and  USDA  plan  to 


publish  a  more  detailed  description  of 
the  topics  to  be  discussed  before  each 
workshop  and  to  solicit  additional 
submissions  about  each  topic.  The 
workshops  will  be  transcribed  and 
placed  on  the  public  record.  Any 
written  comments  received  also  will  be 
placed  on  the  public  record. 

DATES:  Any  interested  person  may 
submit  written  comments  responsive  to 
any  of  the  topics  addressed  in  this 
Federal  Register  notice.  Respondents 
are  encouraged  to  provide  comments  as 
soon  as  possible,  but  no  later  than 
December  31,  2009. 

ADDRESSES:  Written  comments  should 
be  submitted  in  both  paper  and 
electronic  form  to  the  Department  of 
Justice.  All  comments  received  will  be 
publicly  posted.  The  comments  should 
be  submitted  as  follows: 

Two  paper  copies  should  be 
addressed  to  the  Legal  Policy  Section, 
Antitrust  Division,  U.S.  Department  of 
Justice,  450  5th  Street,  NW.,  Suite 
11700,  Washington,  DC  20001.  The 
Antitrust  Division  is  requesting  that  the 
paper  copies  of  each  comment  be  sent 
by  courier  or  overnight  service,  if 
possible,  because  U.S.  postal  mail  at  the 
Department  is  subject  to  delay  due  to 
heightened  security  precautions.  The 
electronic  version  of  each  comment 
should  be  submitted  by  electronic  mail 
to  agriculturalworkshops@usdoj.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mark  B.  Tobey,  Special  Counsel  for 
State  Relations  and  Agriculture, 
Antitrust  Division,  U.S.  Department  of 
Justice,  950  Pennsylvania  Ave.,  NW., 
Washington,  DC  20530;  telephone:  (202) 
532—4763;  e-mail: 
agriculturalworkshops@usdoj.gov. 
Detailed  agendas  and  schedules  for  the 
workshops  will  be  made  available  on 
the  Antitrust  Division’s  Web  site, 
http://www.usdoj.gov/atr. 
SUPPLEMENTARY  INFORMATION:  The 
Horizontal  Merger  Guidelines  recognize 
monopsony  power  and  its  exercise  as  a 
concern  in  analyzing  potential 
competitive  effects  of  proposed  mergers 
and  acquisitions.  As  a  general 
proposition,  tho  analysis  of  competitive 
issues  in  monopsony  cases  is  the  mirror 
image  of  the  more  common  analysis  of 
competitive  issues  in  monopoly  cases. 
For  example,  instead  of  determining 
whether  the  merged  firm  would  gain 
sufficient  market  power  to  raise  prices 
to  consumers,  monopsony  analysis 
focuses  on  whether  the  merged  firm 
would  gain  sufficient  market  power  to 
depress  prices  paid  to  its  suppliers. 
Likewise,  instead  of  determining 
whether  the  buyers  could  defeat  an 
attempt  by  the  merged  firm  to  increase 
prices  by  a  small  but  significant  and 


non-transitory  amount  by  switching  to 
alternative  products  or  alternative 
suppliers,  the  issue  in  a  monopsony 
investigation  is  whether  the  sellers 
could  defeat  an  attempt  by  the  merged 
firm  to  depress  prices  by  producing 
other  products  or  by  selling  their 
products  to  other  buyers. 

Vertical  integration  occurs  when 
multiple  stages  of  production,  for 
example,  processing,  distribution,  or 
marketing,  are  brought  together  in  one 
firm  or  are  linked  by  contracts.  In  many 
instances,  vertical  integration  may  be 
procompetitive,  allowing  firms  to 
reduce  their  costs.  However,  there  may 
be  circumstances  in  which  vertical 
integration  raises  antitrust  concerns, 
usually  by  increasing  barriers  to  entry, 
facilitating  collusion,  or  circumventing 
regulation. 

Christine  A.  Varney, 

Assistant  Attorney  General,  Antitrust 
Division. 

Ann  Wright, 

Deputy  Undersecretary  for  Marketing  and 
Regulatory  Programs,  Department  of 
Agriculture. 

[FR  Doc.  E 9— 20671  Filed  8-26-09;  8:45  am] 

PILLING  CODE  P 


NUCLEAR  REGULATORY 
COMMISSION 


[NRC-2009-0376;  Docket  No.:  07007001; 
Certificate  No.  GDP-1;  EA-08-280] 

In  the  Matter  of  United  States 
Enrichment  Corporation,  Paducah 
Gaseous  Enrichment  Plant; 
Confirmatory  Order  (Effective 
Immediately) 

I 

The  United  States  Enrichment 
Corporation  (USEC),  a  subsidiary  of 
USEC  Inc.,  is  the  holder  of  NRC 
Certificates  of  Compliance  (COC)  No. 
GDP-1  issued  by  the  NRC  pursuant  to 
10  CFR  part  76  on  November  26, 1996, 
and  renewed  on  December  22,  2008. 
The  COC  is  set  to  expire  on  December 
31,  2013.  The  certificate  authorizes 
USEC  to  operate  the  Paducah  Gaseous 
Diffusion  Plant  (Paducah),  located  near 
Paducah,  Kentucky.  The  certificate  also 
authorizes  USEC  to  receive,  and  other 
NRC  licensees  to  transfer  to  USEC, 
byproduct  material,  source  material,  or 
special  nuclear  material  to  the  extent 
permitted  under  the  COC. 

This  Confirmatory  Order  is  the  result 
of  an  agreement  reached  during  an 
alternative  dispute  resolution  (ADR) 
mediation  session  conducted  on  July  1, 
2009. 
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II 

On  September  30,  2008,  the  NRC’s 
Office  of  Investigations  (OI)  completed 
an  investigation  (OI  Case  No.  2-2008- 
009)  regarding  activities  at  the  Paducah 
Gaseous  Diffusion  Plant  facility  located 
in  Paducah,  Kentucky.  Based  on  the 
evidence  developed  during  the 
investigation,  the  NRC  staff  concluded 
that  on  August  10,  2007,  a  Training 
Records  Clerk  and  a  Security  Analyst 
willfully  shipped  a  package  containing 
classified  information  to  an  address  that 
was  not  an  approved  classified  mailing 
address  (CM A).  These  actions  were 
contrary  to  10  CFR  95.39(b)(3)  and 
Paducah  Security  Procedure  CP2-SS- 
SE1036,  Classified  Matter  Protection 
and  Control,  which  require  the  external 
transmission  of  classified  mail  be  made 
to  a  uniquely  designated  CMA  for  the 
receipt  of  classified  information. 

III 

On  July  1,  2009,  the  NRC  and  USEC 
met  in  an  ADR  session  mediated  by  a 
professional  mediator,  which  was 
arranged  through  Cornell  University’s 
Institute  on  Conflict  Resolution.  ADR  is 
a  process  in  which  a  neutral  mediator 
with  no  decision-making  authority 
assists  the  parties  in  reaching  an 
agreement  or  resolving  any  differences 
regarding  their  dispute.  This 
confirmatory  order  is  issued  pursuant  to 
the  agreement  reached  during  the  ADR 
process.  The  elements  of  the  agreement 
consist  of  the  following: 

1.  The  NRC  and  USEC  agreed  that  a 
violation  occurred  on  August  10,  2007, 
when  a  Training  Records  Clerk  and  a 
Security  Analyst  shipped  a  package 
containing  classified  information  to  an 
address  that  was  not  an  approved  CMA. 
These  actions  were  contrary  to  10  CFR 
95.39(b)(3)  and  Paducah  Security 
Procedure  CP2-SS-SE1036,  Classified 
Matter  Protection  and  Control,  which 
require  the  external  transmission  of 
classified  mail  be  made  to  a  uniquely 
designated  CMA  for  the  receipt  of 
classified  information. 

2.  Based  on  its  review  and 
investigation,  USEC-Paducah  concluded 
that  the  cause  of  the  violation  was  not 
due  to  willfulness  on  the  part  of  the 
Training  Records  Clerk  or  the  Security 
Analyst. 

3.  Based  on  USEC’s  review  of  the 
incident  and  NRC  concerns  associated 
with  precluding  recurrence  of  the 
violation,  USEC-Paducah  completed  the 
following  corrective  actions  and 
enhancements: 

a.  Processed  procedural 
enhancements  to  procedure  CP2-SS- 
SE1036  to  provide  instructions  for 
verifying  proper  use  of  classified 


mailing  addresses  and  shipping 
addresses,  clarify  entity  with  authority 
to  package  and  process  classified 
shipments  and  mailings,  provide 
specific  instructions  for  use  of 
commercial  carriers,  and  provide 
actions  to  take  for  off-normal  requests. 

b.  Security  Management  briefed  and 
discussed  the  event  and  error  with  the 
Security  staff  personnel.  The  briefing 
and  discussions  included  the  apparent 
violation  of  the  procedure  and  reiterated 
management  expectations  with  respect 
to  procedure  adherence. 

c.  The  Records  Management 
Document  Control  (RMDC)  Manager 
briefed  and  discussed  the  event  and 
procedural  error  with  RMDC  personnel. 
Expectations  discussed  included  that 
classified  materials  may  be  mailed  and 
not  shipped  to  USEC  headquarters,  and 
that  RMDC  has  primary  responsibility 
for  mailing  classified  information,  while 
Shipping  and  Receiving  has  primary 
responsibility  for  shipping  classified 
information. 

d.  Security  and  RMDC  staff  were 
retrained  on  requirements  for  off-site 
shipping/mailing.  The  training 
highlighted  shipment  of  classified 
documents  versus  the  mailing  of 
classified  documents. 

e.  Lessons  learned  were  documented 
and  issued  to  all  site  personnel.  The 
lessons  included:  the  importance  of 
procedural  adherence,  even  when  under 
time  constraints;  the  need  to  re¬ 
implement  procedure  steps  when  the 
environment  changes;  the  requirement 
that  all  forms  be  completed;  and  the  use 
of  error  prevention  tools. 

4.  In  addition  to  the  actions 
completed  by  USEC  as  discussed  above, 
USEC  agreed  to  additional  corrective 
actions  and  enhancements,  as  fully 
delineated  below  in  Section  V  of  the 
Confirmatory  Order. 

5.  At  the  ADR  session,  the  NRC  and 
USEC  agreed  that  (1)  the  actions 
referenced  in  Section  III. 3  and  Section 
V,  would  be  incorporated  into  a 
Confirmatory  Order,  and  (2)  the 
resulting  Confirmatory  Order  would  be 
considered  by  the  NRC  for  any 
assessment  of  USEC,  as  appropriate. 

6.  In  consideration  of  the  completed 
corrective  actions  delineated  in  Section 
III.  3  and  the  commitments  delineated  in 
Section  V  of  this  Confirmatory  Order, 
the  NRC  agreed  to  refrain  from 
proposing  a  civil  penalty  or  issuing  a 
Notice  of  Violation  for  all  matters 
discussed  in  the  NRC’s  letter  to  USEC  of 
February  6,  2009  (EA-08-280). 

7.  This  agreement  is  binding  upon 
successors  and  assigns  of  USEC. 

On  August  12,  2009,  USEC  consented 
to  issuance  of  this  Order  with  the 
commitments,  as  described  in  Section  V 


below.  USEC  further  agreed  that  this 
Order  is  to  be  effective  upon  issuance 
and  that  it  has  waived  its  right  to  a 
hearing. 

IV 

Since  USEC  has  completed  the 
actions  as  delineated  in  Section  III.  3, 
and  agreed  to  take  the  actions  as  set 
forth  in  Section  V,  the  NRC  has 
concluded  that  its  concerns  can  be 
resolved  through  issuance  of  this  Order. 

I  find  that  USEC’s  commitments  as  set 
forth  in  Section  V  are  acceptable  and 
necessary  and  conclude  that  with  these 
commitments  the  public  health  and 
safety  are  reasonably  assured.  In  view  of 
the  foregoing,  I  have  determined  that 
public  health  and  safety  require  that 
USEC’s  commitments  be  confirmed  by 
this  Order.  Based  on  the  above  and 
USEC’s  consent,  this  Order  is 
immediately  effective  upon  issuance. 

V 

Accordingly,  pursuant  to  Sections 
104b,  161b,  161i,  161o,  182  and  186  of 
the  Atomic  Energy  Act  of  1954,  as 
amended,  and  the  Commission’s 
regulations  in  10  CFR  2.202  and  10  CFR 
part  76,  IT  IS  HEREBY  ORDERED, 
EFFECTIVE  IMMEDIATELY,  THAT 
CERTIFICATE  NO.  GDP-1  BE 
MODIFIED  AS  FOLLOWS: 

a.  In  October  2008,  USEC-Paducah 
developed  recurring  training  for 
Operations  and  Maintenance 
supervisors  to  reinforce  “conduct  of’ 
principles  and  procedure  compliance. 
Training  will  continue  on  a  quarterly 
basis  for  a  period  of  at  least  twelve  (12) 
months  after  issuance  of  the 
Confirmatory  Order. 

b.  In  July  2008,  a  group  of  Paducah 
plant  employees  attended  an  INPO 
course  on  Human  Performance.  This 
group  formed  the  Human  Performance 
Steering  team  which  was  established  to 
assist  the  plant  in  efforts  to  prevent 
among  other  things,  noncompliance 
with  regulatory  requirements  and  other 
adverse  events. 

i.  Brainstorming  sessions  were  held 
with  workers  to  identify  practical 
solutions  to  preventing  adverse  events. 

ii.  Multiple  interactive  informational 
training  sessions  were  held  with  small 
groups  of  employees  focusing  on 
identifying  critical  job  tasks  and  the 
tools  to  prevent  and  protect  against 
causing  adverse  events  when 
performing  critical  tasks.  Sessions  in 
Maintenance  and  Operations  have  been 
completed.  This  approach  will  continue 
for  the  remainder  of  the  Paducah 
employees  for  a  period  of  at  least  twelve 
(12)  months  after  issuance  of  the 
Confirmatory  Order. 
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c.  By  no  later  than  sixty  (60)  calendar 
days  after  the  issuance  of  the 
Confirmatory  Order,  USEC  agrees  to 
develop  a  “lessons  learned”  document 
addressing  the  lessons  learned  from  the 
event  which  gave  rise  to  this  mediation, 
and  share  those  lessons  learned  with 
USEC’s  Paducah  Gaseous  Diffusion 
Plhnt,  Portsmouth  Gaseous  Diffusion 
Plant,  Headquarters,  the  American 
Centrifuge  Plant  (ACP),  and  ACP 
vendors  who  handle  classified 
information.  After  issuance  of  the 
lessons  learned,  USEC  will  require  a 
response  within  ninety  (90)  days  which 
identifies  any  actions  taken  by  the 
vendors  to  address  the  lessons  learned. 
USEC  will  track  internal  actions  via  the 
use  of  its  Business  Prioritization 
System. 

d.  By  no  later  than  one-hundred 
twenty  (120)  calendar  days  after  the 
issuance  of  the  Confirmatory  Order, 
USEC  agrees  to  revise  the  relevant 
classified  material  mailing  and  shipping 
procedures  applicable  to  USEC’s 
Paducah  Gaseous  Diffusion  Plant, 
Portsmouth  Gaseous  Diffusion  Plant, 
USEC  Headquarters,  and  the  ACP  to 
clarify  the  definition  of  the  term 
“cleared  commercial  carrier”  as  that 
term  applies  to  the  mailing  or  shipping 
of  classified  information,  and  provide 
associated  training. 

e.  USEC-Paducah  agrees  to  complete 
the  items  listed  in  Section  V  above 
within  twelve  (12)  months  of  issuance 
of  the  Confirmatory  Order. 

f.  Within  three  (3)  months  of 
completion  of  the  terms  of  the 
Confirmatory  Order,  USEC-Paducah  will 
provide  the  NRC  with  a  letter  discussing 
its  basis  for  concluding  that  the 
Confirmatory  Order  has  been  satisfied. 

The  Regional  Administrator,  NRC 
Region  II,  may  relax  pr  rescind,  in 
writing,  any  of  the  above  conditions 
upon  a  showing  by  USEC  of  good  cause. 

VI 

Any  person  adversely  affected  by  this 
Confirmatory  Order,  other  than  USEC, 
may  request  a  hearing  within  20  days  of 
its  publication  in  the  Federal  Register. 
Where  good  cause  is  shown, 
consideration  will  be  given  to  extending 
the  time  to  request  a  hearing.  A  request 
for  extension  of  time  must  be  directed 
to  the  Director,  Office  of  Enforcement, 
U.S.  Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  and 
include  a  statement  of  good  cause  for 
the  extension. 

If  a  person  other  than  USEC  requests 
a  hearing,  that  person  shall  set  forth 
with  particularity  the  manner  in  which 
his  interest  is  adversely  affected  by  this 
Order  and  shall  address  the  criteria  set 
forth  in  10  CFR  2.309(d)  and  (f). 


If  a  hearing  is  requested  by  a  person 
whose  interest  is  adversely  affected,  the 
Commission  will  issue  an  Order 
designating  the  time  and  place  of  any 
hearing.  If  a  hearing  is  held,  the  issue  to 
be  considered  at  such  hearing  shall  be 
whether  this  Confirmatory  Order  should 
be  sustained. 

A  request  for  a  hearing  must  be  fijed 
in  accordance  with  the  NRC  E-Filing 
rule,  which  became  effective  on  October 
15,  2007.  The  NRC  E-filing  Final  Rule 
was  issued  on  August  28,  2007  (72  FR 
49139),  and  was  codified  in  pertinent 
part  at  10  CFR  part  2,  subpart  B.  The  E- 
Filing  process  requires  participants  to 
submit  and  serve  documents  over  the 
Internet  or,  in  some  cases,  to  mail  copies 
on  electronic  optical  storage  media. 
Participants  may  not  submit  paper 
copies  of  their  filings  unless  they  seek 
a  waiver  in  accordance  with  the 
procedures  described  below. 

To  comply  with  the  procedural 
requirements  associated  with  E-Filing, 
at  least  five  (5)  days  prior  to  the  filing 
deadline  the  requestor  must  contact  the 
Office  of  the  Secretary  by  e-mail  at 
HEARINGDOCKET@NRC.GOV,  or  by 
calling  (301)  415-1677,  to  request  (1)  a 
digital  ID  certificate,  which  allows  the 
participant  (or  its  counsel  or 
representative)  to  digitally  sign 
documents  and  access  the  E-Submittal 
server  for  any  NRC  proceeding  in  which 
it  is  participating;  and/or  (2)  creation  of 
an  electronic  docket  for  the  proceeding 
(even  in  instances  when  the  requestor 
(or  its  counsel  or  representative)  already 
holds  an  NRC-issued  digital  ID 
certificate).  Each  requestor  will  need  to 
download  the  Workplace  Forms 
Viewer™  to  access  the  Electronic 
Information  Exchange  (EIE),  a 
component  of  the  E-Filing  system.  The . 
Workplace  Forms  Viewer™  is  free  and 
is  available  at  http://www.nrc.gov/site- 
help/e-submittals/install-viewer.html. 
Information  about  applying  for  a  digital 
ID  certificate  also  is  available  on  NRC’s 
public  Web  site  at  http://www.nrc.gov/ 
site-help /e-submittals /apply- 
certificates.h  tml. 

Once  a  requestor  has  obtained  a 
digital  ID  certificate,  had  a  docket 
created,  and  downloaded  the  EIE 
viewer,  he/she  can  then  submit  a 
request  for  a  hearing  through  EIE. 
Submissions  should  be  in  Portable 
Document  Format  (PDF)  in  accordance 
with  NRC  guidance  available  on  the 
NRC  public  Web  site  at  http:// 
www.nrc.gov/site-help/e- 
submittals.html.  A  filing  is  considered 
complete  at  the  time  the  filer  submits  its 
document  through  EIE.  To  be  timely, 
electronic  filings  must  be  submitted  to 
the  EIE  system  no  later  than  11:59  p.m. 
Eastern  Time  on  the  due  date.  Upon 


receipt  of  a  transmission,  the  E-Filing 
system  time-stamps  the  document  and 
sends  the  submitter  an  e-mail  notice 
confirming  receipt  of  the  document.  The 
EIE  system  also  distributes  an  e-mail 
notice  that  provides  access  to  the 
document  to  the  NRC  Office  of  the 
General  Counsel  and  any  others  who 
have  advised  the  Office  of  the  Secretary 
that  they  wish  to  participate  in  the 
proceeding,  so  that  the  filer  need  not 
serve  the  document  on  those 
participants  separately.  Therefore,  any 
others  who  wish  to  participate  in  the 
proceeding  (or  their  counsel  or 
representative)  must  apply  for  and 
receive  a  digital  ID  certificate  before  a 
hearing  request  is  filed  so  that  they  may 
obtain  access  to  the  document  via  the  E- 
Filing  system. 

A  person  filing  electronically  using 
the  agency’s  adjudicatory  e-filing  system 
may  seek  assistance  through  the 
“Contact  Us”  link  located  on  the  NRC 
Web  site  at  http://www.nrc.gov/site- 
help/ e-submittals.html  or  by  calling  the 
NRC  Meta-System  Help  Desk,  which  is 
available  between  8  a.m.  and  8  p.m., 
Eastern  Time,  Monday  through  Friday, 
excluding  government  holidays.  The 
Meta-System  Help  Desk  can  be 
contacted  by  telephone  at  1-866-672- 
7640  or  by  e-mail  at 
MSHD.Resource@nrc.gov. 

Participants  who  believe  that  they 
have  good  cause  for  not  submitting 
documents  electronically  must  file  a 
motion,  in  accordance  with  10  CFR 
2.302(g),  with  their  initial  paper  filing 
requesting  authorization  to  continue  to 
submit  documents  in  paper  format. 

Such  filings  must  be  submitted  by  (1) 
first  class  mail  addressed  to  the  Office 
of  the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  Attention: 
Rulemaking  and  Adjudications  Staff;  or 
(2)  courier,  express  mail,  or  expedited 
delivery  service  to  the  Office  of  the 
Secretary,  Sixteenth  Floor,  One  White 
Flint  North,  11555  Rockville  Pike, 
Rockville,  Maryland  20852,  Attention: 
Rulemaking  and  Adjudications  Staff. 
Participants  filing  a  document  in  this 
manner  are  responsible  for  serving  the 
document  on  all  other  participants. 
Filing  is  considered  complete  by  first- 
class  mail  as  of  the  time  of  deposit  in 
the  mail,  or  by  courier,  express  mail,  or 
expedited  delivery  service  upon 
depositing  the  document  with  the 
provider  of  the  service. 

Documents  submitted  in  adjudicatory 
proceedings  will  appear  in  NRC’s 
electronic  hearing  docket,  which  is 
available  to  the  public  at  http:// 
ehd.nrc.gov/EHD_Proceeding/home.asp, 
unless  excluded  pursuant  to  an  order  of 
the  Commission,  an  Atomic  Safety  and 
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Licensing  Board,  or  a  Presiding  Officer. 
Participants  are  requested  not  to  include 
personal  privacy  information,  such  as 
social  security  numbers,  home 
addresses,  or  home  phone  numbers  in 
their  filings.  With  respect  to  copyrighted 
works,  except  for  limited  excerpts  that 
serve  the  purpose  of  the  adjudicatory 
filings  and  would  constitute  a  Fair  Use 
application,  participants  are  requested 
not  to  include  copyrighted  materials  in 
their  works. 

VII 

In  the  absence  of  any  request  for 
hearing,  or  written  approval  of  an 
extension  of  time  in  which  to  request  a 
hearing,  the  provisions  specified  in 
Section  V  above  shall  be  final  20  days 
from  the  date  this  Order  is  published  in 
the  Federal  Register  without  further 
order  or  proceedings.  If  an  extension  of 
time  for  requesting  a  hearing  has  been 
approved,  the  provisions  specified  in 
Section  V  shall  be  final  when  the 
extension  expires  if  a  hearing  request 
has  not  been  received.  A  REQUEST  FOR 
HEARING  SHALL  NOT  STAY  THE 
IMMEDIATE  EFFECTIVENESS  OF  THIS 
ORDER. 

Dated  this  18th  day  of  August  2009. 

For  the  Nuclear  Regulatory  Commission. 
Victor  M.  McCree, 

Deputy  Regional  Administrator  for 
Operations. 

[FR  Doc.  E9-20678  Filed  8-26-09;  8:45  am] 

BILLING  CODE  7590-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  IC-28849;  File  No.  812-13611] 

MML  Series  Investment  Fund,  et  al.; 
Notice  of  Application 

August  20,  2009. 

AGENCY:  The  Securities  and  Exchange 
Commission  (“Commission”). 

ACTION:  Notice  of  application  for  an 
exemption  pursuant  to  Section  6(c)  of 
the  Investment  Company  Act  of  1940,  as 
amended  (the  “1940  Act  or  Act”), 
seeking  exemptions  from  Sections  9(a), 
13(a),  15(a)  and  15(b)  of  the  1940  Act 
and  Rules  6e— 2(b)(15)  and  6e- 
3(T)(b)(15)  thereunder. 

Applicants:  MML  Series  Investment 
Fund  (“MML  Trust”),  MML  Series 
Investment  Fund  II  (“MML  II  Trust”) 
and  Massachusetts  Mutual  Life 
Insurance  Company  (“MassMutual”)  ’ 
(collectively,  “Applicants”). 

SUMMARY:  Summary  of  Application: 
Applicants  request  an  order  pursuant  to 
Section  6(c)  of  the  1940  Act  exempting 
each  life  insurance  company  separate 


account  supporting  variable  life 
insurance  contracts  (“VLI  Account”) 

(and  its  insurance  company  depositor) 
that  may  invest  in  shares  of  an  existing 
portfolio  of  the  MML  Trust  or  the  MML 
II  Trust  (an  “Existing  Fund”)  or  a 
“Future  Fund,”  as  defined  below,  from 
the  provisions  of  Sections  9(a),  13(a), 
15(a)  and  15(b)  of  the  Act  and  Rules  6e- 
2(b)(15)  and  6e — 3(T)(b)(15)  thereunder, 
in  situations  where  such  VLI  Accounts 
hold  shares  of  any  Existing  Fund  or 
Future  Fund  (each,  a  “Fund;” 
collectively,  the  “Funds”)  when  one  or 
more  of  the  following  other  types  of 
investors  also  hold  shares  of  the  Funds: 
(1)  a  life  insurance  company  separate 
account  supporting  variable  annuity 
contracts  (a  “VA  Account”),  (2)  any  VLI 
account,  (3)  a  Fund’s  investment  adviser 
or  affiliated  person  of  the  investment 
adviser  (representing  seed  money 
investments  in  the  Fund),  and/or  (4) 
trustees  of  a  qualified  group  pension  or 
group  retirement  plan  outside  the 
separate  account  context.  As  used 
herein,  a  Future  Fund  is  any  investment 
company  (or  investment  portfolio  or 
series  thereof),  other  than  an  Existing 
Fund,  designed  to  be  sold  to  VLI 
Accounts  and  to  which  Applicants  or 
their  affiliates  may  in  the  future  serve  as 
investment  advisers,  investment 
subadvisers,  investment  managers, 
administrators,  principal  underwriters, 
or  sponsors. 

OATES:  Filing  Date:  The  application  was 
filed  on  December  15,  2008,  and 
amended  and  restated  on  April  14,  2009 
and  August  12,  2009. 

Hearing  or  Notification  of  Hearing:  An 
order  granting  the  application  will  be 
issued  unless  the  Commission  orders  a 
hearing.  Interested  persons  may  request 
a  hearing  by  writing  to  the  Secretary  of 
the  Commission  and  serving  Applicants 
with  a  copy  of  the  request,  personally  or 
by  mail.  Hearing  requests  should  be 
received  by  the  Commission  by  5:30 
p.m.  on  September  14,  2009,  and  should 
be  accompanied  by  proof  of  service  on 
Applicants,  in  the  form  of  an  affidavit 
or,  for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer’s  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  may  request  notification  of  a 
hearing  by  writing  to  the  Secretary  of 
the  Commission. 

ADDRESSES:  Secretary,  Securities  and 
Exchange  Commission,  100  F  Street, 

NE.,  Washington,  DC  20549-1090. 
Applicants,  c/o  Andrew  M.  Goldberg, 
Massachusetts  Mutual  Life  Insurance 
Company,  1295  State  Street,  Springfield, 
MA  01111.  Copy  to  Mary  Thornton 
Payne,  Sutherland  Asbill  &  Brennan 


LLP,  1275  Pennsylvania  Avenue, 
Washington,  DC  20004-2415. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mark  Cowan,  Senior  Counsel,  or  Zandra 
Bailes,  Branch  Chief,  Office  of  Insurance 
Products,  Division  of  Investment 
Management  at  (202)  551-6795. 
SUPPLEMENTARY  INFORMATION:  The 
following  is  a' summary  of  the 
application.  The  complete  application  is 
available  for  a  fee  from  the 
Commission’s  Public  Reference  Branch, 
100  F  Street,  NE.,  Washington,  DC  * 
20549  ((202)  551-8090). 

Applicants’  Representations 

1.  MML  Trust  was  organized  as  a 
Massachusetts  business  trust  on 
December  19,  1984.  MML  Trust  is 
registered  under  the  1940  Act  as  an 
open-end  management  investment 
company  (File  No.  811-02224).  MML 
Trust  is  a  series  investment  company  as 
defined  by  Rule  18f-2  under  the  Act 
and  is  currently  comprised  of  twenty- 
seven  series. 

2.  Shares  of  the  series  of  the  MML 
Trust  are  offered  solely  to  separate 
investment  accounts  established  by 
MassMutual  and  its  life  insurance 
company  subsidiaries.  The  MML  Trust 
has  filed  a  registration  statement  under 
the  Securities  Act  of  1933  (the  “1933 
Act”)  on  Form  N-1A  (File  No.  2-39334) 
to  register  such  shares.  The  Trust  may 
establish  additional  series  in  the  future 
and  additional  classes  of  shares  for  such 
series.  Shares  of  MML  Trust  are  not 
offered  to  the  general  public. 

3.  MML  II  Trust  was  formed  as  a 
Massachusetts  business  trust  on 
February  8,  2005.  MML  II  Trust  is 
registered  under  the  1940  Act  as  an 
open-end  management  investment 
company  (File  No.  811-21714).  MML  II 
Trust  is  a  series  investment  company  as 
defined  by  Rule  18f-2  under  the  Act 
and  is  currently  comprised  of  ten  series. 

4.  Shares  of  the  series  of  the  MML  II 
Trust  are  offered  solely  to  separate 
investment  accounts  established  by 
MassMutual  and  its  life  insurance 
company  subsidiaries.  The  MML  II 
Trust  has  filed  a  registration  statement 
under  the  1933  Act  on  Form  N-lA  (File 
No.  333-122804)  to  register  such  shares. 
The  Trust  may  establish  additional 
series  in  the  future  and  additional 
classes  of  shares  for  such  series.  Shares 
of  MML  II  Trust  are  not  offered  to  the 
general  public. 

5.  MassMutual  is  the  investment 
adviser  to  the  MML  Trust  and  the  MML 
II  Trust  and  is  responsible  for  providing 
all  necessary  investment  management 
and  administrative  services. 
MassMutual  is  paid  an  investment 
management  fee  from  each  Fund’s 
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average  daily  net  assets.  MassMutual 
contracts  with  subadvisers  to  help 
manage  the  Funds. 

6.  Tne  Existing  Funds  and  Future 
Funds  may  offer  their  shares  to  VLI  and 
VA  Accounts  of  various  life  insurance 
companies  (“Participating  Insurance 
Companies”)  to  serve  as  an  investment 
medium  to  support  variable  life 
insurance  contracts  and  variable 
annuity  contracts  (together,  “Variable 
Contracts”)  issued  through  such 
accounts.  Each  VLI  Account  and  VA 
Account  is  or  will  be  established  as  a 
segregated  asset  account  by  a 
Participating  Insurance  Company 
pursuant  to  the  insurance  law  of  the 
insurance  company’s  State  of  domicile. 
As  such,  the  assets  of  each  will  be  the 
property  of  the  Participating  Insurance 
Company,  and  that  portion  of  the  assets 
of  such  an  Account  equal  to  the  reserves 
and  other  contract  liabilities  with 
respect  to  the  Account  will  not  be 
chargeable  with  liabilities  arising  out  of 
any  other  business  that  the  insurance 
company  may  conduct.  The  income, 
gains  and  losses,  realized  or  unrealized 
from  such  an  Account’s  assets  will  be 
credited  to  or  charged  against  the 
Account  without  regard  to  other 
income,  gains  or  losses  of  the 
Participating  Insurance  Company.  If  a 
VLI  Account  or  VA  Account  is 
registered  as  an  investment  company,  it 
will  be  a  “separate  account”  as  defined 
by  Rule  0-1  (e)  (or  any  successor  rule) 
under  the  1940  Act  and  will  be 
registered  as  a  unit  investment  trust.  For 
purposes  of  the  Act,  the  Participating 
Insurance  Company  that  establishes 
such  a  registered  VLI  Account  or  VA 
Account  is  the  depositor  and  sponsor  of 
the  Account  as  those  terms  have  been 
interpreted  by  the  Commission  with 
respect  to  variable  life  insurance  and 
variable  annuity  separate  accounts. 

7.  The  Participating  Insurance 
Companies  are  currently  MassMutual 
and  MassMutual’s  affiliated  life 
insurance  companies:  C.  M.  Life 
Insurance  Company,  and  MML  Bay 
State  Life  Insurance  Company.  Various 
other  life  insurance  companies  that  are 
not  affiliated  persons  of  MassMutual 
may  be  Participating  Insurance 
Companies  in  the  future.  MassMutual  is 
an  affiliated  person  of  the  MML  Trust 
and  MML  II  Trust. 

8.  As  described  more  fully  below,  the 
Funds  will  sell  their  shares  to  registered 
VLI  and  VA  Accounts  only  if  each 
Participating  Insurance  Company 
sponsoring  such  a  VLI  or  VA  Account 
enters  into  a  participation  agreement 
with  the  Fund.  The  participation 
agreements  define  or  will  define  the 
relationship  between  each  Fund  and 
each  Participating  Insurance  Company 


and  memorialize  or  will  memorialize, 
among  other  matters,  the  fact  that, 
except  where  the  agreement  specifically 
provides  otherwise,  the  Participating 
Insurance  Company  will  remain 
responsible  for  establishing  and 
maintaining  any  VLI  or  VA  Account 
covered  by  the  agreement  and  for 
complying  with  all  applicable 
requirements  of  State  and  Federal  law 
pertaining  to  such  accounts  and  to  the 
sale  and  distribution  of  variable 
contracts  issued  through  such  accounts. 
The  participation  agreements  also 
memorialize  or  will  memorialize,  among 
other  matters,  the  fact  that,  with  regard 
to  compliance  with  Federal  securities 
laws,  unless  the  agreement  specifically 
states  otherwise,  the  Funds’  obligations 
relate  solely  to  offering  and  selling  their 
shares  to  VLI  and  VA  Accounts  covered. 

9.  The  use  of  a  common  management 
investment  company  (or  investment 
portfolio  thereof)  as  an  investment 
medium  for  both  VLI  Accounts  and  VA 
Accounts  of  the  same  Participating 
Insurance  Company,  or  of  two  or  more 
insurance  companies  that  are  affiliated 
persons  of  each  other,  is  referred  to 
herein  as  “mixed  funding.”  The  use  of 
a  common  management  investment 
company  (or  investment  portfolio 
thereof)  as  an  investment  medium  for ' 
VLI  Accounts  and/or  VA  Accounts  of 
two  or  more  Participating  Insurance 
Companies  that  are  not  affiliated 
persons  of  each  other,  is  referred  to 
herein  as  “shared  funding.” 

10.  Applicants  propose  that  each 
Existing  Fund  and  any  Future  Fund  may 
offer  and  sell  its  shares  directly  to  a 
qualified  group  pension  or  group 
retirement  plan  (a  “Plan”  or  “Qualified 
Plan”)  outside  the  separate  account 
context.  Federal  tax  law  permits 
investment  companies  such  as  the 
Funds  to  increase  their  net  assets  by 
selling  shares  to  Plans. 

11.  Plans  may  invest  in  shares  of  an 
investment  company  as  the  sole 
investment  under  the  Plan,  or  as  one  of 
several  investments.  Plan  participants 
may  or  may  not  be  given  an  investment 
choice  depending  on  the  terms  of  the 
Plan  itself.  The  trustees  or  other 
fiduciaries  of  a  Plan  may  vote 
investment  company  shares  held  by  the 
Plan  in  their  own  discretion  or,  if  the 
applicable  Plan  so  provides,  vote  such 
shares  in  accordance  with  instructions 
from  participants  in  such  Plan£. 
Applicants  have  no  control  over 
whether  trustees  or  other  fiduciaries  of 
Plans,  rather  than  participants  in  the 
Plans,  have  the  right  to  vote  under  any 
particular  Plan.  Each  Plan  must  be  . 
administered  in  accordance  with  the 
terms  of  the  Plan  and  as  determined  by 
its  trustee  or  trustees. 


12.  Applicants  propose  that  any  Fund 
may  also  sell  shares  to  its  investment 
adviser.  The  Treasury  Regulations 
permit  such  sales  as  long  as  the  return 
on  shares  held  by  the  adviser  is 
computed  in  the  same  manner  as  shares 
held  by  VLI  Accounts  and  VA  Accounts, 
the  adviser  does  not  intend  to  sell  the 
shares  to  the  public,  and  sales  to  an 
investment  adviser  are  only  made  in 
connection  with  the  creation  or 
management  of  the  Fund  for  the 
purpose  of  providing  seed  money  for  the 
Fund. 

13.  The  promulgation  of  Rules  6e- 
2(b)(15)  and  6e — 3(T)(b)(15)  preceded  the 
issuance  of  the  Treasury  Regulations 
permitting  the  shares  of  Funds  to  be 
held  by  a  Qualified  Plan  or  an  adviser 
for  the  Fund  without  adversely  affecting 
the  ability  of  the  VLI  Account  to  also 
hold  shares.  The  use  of  a  common 
management  investment  company  (or 
investment  portfolio  thereof)  as  an 
investment  medium  for  VLI  Accounts, 
VA  Accounts,  investment  advisers,  and 
Qualified  Plans  is  referred  to  herein  as 
“extended  mixed  funding.” 

Applicants’  Legal  Analysis 

1.  Section  9(a)(2)  of  the  1940  Act 
makes  it  unlawful  for  any  company  to 
serve  as  an  investment  adviser  or 
principal  underwriter  of  any  investment 
company,  including  a  unit  investment 
trust,  if  an  affiliated  person  of  that 
company  is  subject  to  disqualification 
enumerated  in  Section  9(a)(1)  or  (2)  of 
the  Act.  Sections  13(a),  15(a),  and  15(b) 
of  the  Act  have  been  deemed  by  the 
Commission  to  require  “ pass-through ” 
voting  with  respect  to  an  underlying 
investment  company’s  shares. 

2.  Rule  6e-2(b)(15)  under  the  1940 
Act  provides  partial  exemptions  from 
Sections  9(a),  13(a),  15(a),  and  15(b)  of 
the  Act  to  VLI  Accounts  supporting 
scheduled  premium  VLI  Contracts  and 
to  their  life  insurance  company 
depositors.  The  exemptions  granted  by 
the  Rule  are  available,  however,  only 
where  a  Fund  offers  its  shares 
exclusively  to  VLI  Accounts  of  the  same 
Participating  Insurance  Company  and/or 
of  Participating  Insurance  Companies 
that  are  affiliated  persons  of  the  same 
Participating  Insurance  Company  and 
then,  only  where  scheduled  premium 
VLI  Contracts  are  issued  through  such 
VLI  Accounts.  Therefore,  VLI  Accounts, 
their  depositors  and  their  principal 
underwriters  may  not  rely  on  the 
exemptions  provided  by  Rule  6e- 
2(b)(15)  if  shares  of  the  Fund  are  held 
by  a  VLI  Account  through  which 
flexible  premium  VLI  Contracts  are 
issued,  a  VLI  Account  of  an  unaffiliated 
Participating  Insurance  Company,  an 
unaffiliated  investment  adviser,  any  VA 


Federal  Register / Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Notices 


43731 


Account  or  a  Qualified  Plan.  In  other 
words,  Rule  6e — 2(b)(15)  does  not 
provide  exemptions  when  a  scheduled 
premium  VLI  Account  invests  in  shares 
of  a  management  investment  company 
that  serves  as  a  vehicle  for  mixed 
funding,  extended  mixed  funding  or 
shared  funding. 

3.  Accordingly,  Applicants  request  an 
order  of  the  Commission  granting 
exemptions  from  Sections  9(a),  13(a), 
15(a),  and  15(b)  of  the  1940  Act,  and 
Rule  6e-2(b)(15)  thereunder,  in  cases 
where  a  scheduled  premium  VLI 
Account  holds  shares  of  Funds  and  one 
or  more  of  the  following  types  of 
investors  also  hold  shares  of  such 
Funds:  (1)  VA  Accounts,  (2)  VLI 
Accounts,  (3)  a  Fund’s  investment 
adviser  (or  an  affiliated  person  of  the 
investment  adviser),  and/or  (4)  a 
Qualified  Plan. 

4.  Rule  6e — 3(T)(b)(15)  under  the  1940 
Act  provides  partial  exemptions  from 
Sections  9(a),  13(a),  15(a),  and  15(b)  of 
the  Act  to  VLI  Accounts  supporting 
flexible  premium  variable  life  insurance 
contracts  and  their  life  insurance 
company  depositors.  The  exemptions 
granted  by  the  Rule  are  available, 
however,  only  where  a  Fund  offers  its 
shares  exclusively  to  VLI  Accounts 
(through  which  either  scheduled 
premium  or  flexible  premium  VLI 
Contracts  are  issued)  of  the  same 
Participating  Insurance  Company  and/or 
of  Participating  Insurance  Companies 
that  are  affiliated  persons  of  the  same 
Participating  Insurance  Company,  VA 
Accounts  of  the  same  Participating 
Insurance  Company  or  of  affiliated 
Participating  Insurance  Companies,  or 
the  general  account  of  the  same 
Participating  Insurance  Company  or  of 
affiliated  Participating  Insurance 
Companies.  Therefore,  VLI  Accounts, 
their  depositors  and  their  principal  v 
underwriters  may  not  rely  on  the 
exemptions  provided  by  Rule  6e- 
3(T)(b)(15)  if  shares  of  the  Fund  are  held 
by  a  VLI  Account  of  an  unaffiliated 
Participating  Insurance  Company,  a  VA 
Account  of  an  unaffiliated  Participating 
Insurance  Company,  an  unaffiliated 
investment  adviser,  or  a  Qualified  Plan. 
In  other  words,  Rule  6e-3(T)(b)(15) 
provides  exemptions  when  a  VLI 
Account  supporting  flexible  premium 
VLI  Contracts  invests  in  shares  of  a 
management  investment  company  that 
serves  as  a  vehicle  for  mixed  funding 
but  does  not  provide  exemptions  when 
such  a  VLI  Account  invests  in  shares  of 
a  management  investment  company  that 
serves  as  a  vehicle  for  extended  mixed 
funding  or  shared  funding. 

5.  Accordingly,  Applicants  request  an 
order  of  the  Commission  granting 
exemptions  from  Sections  9(a),  13(a), 


15(a)  and  15(b)  of  the  1940  Act  and  Rule 
6e — 3(T)(b)(15)  thereunder,  in  cases 
where  a  flexible  premium  VLI  Account 
holds  shares  of  Funds  and  one  or  more 
of  the  following  types  of  investors  also 
hold  shares  of  such  Funds:  (1)  VA 
Accounts,  (2)  VLI  Accounts,  (3)  a  Fund’s 
investment  adviser  (or  an  affiliated 
person  of  the  investment  adviser),  and/ 
or  (4)  a  Qualified  Plan. 

6.  As  explained  below,  Applicants 
maintain  that  there  is  no  policy  reason 
for  the  sale  of  Fund  shares  to  Qualified 
Plans  to  prohibit  or  otherwise  limit  a 
Participating  Insurance  Company  from 
relying  on  the  relief  provided  by  Rules 
6e — 2(b)(15)  and  6e— 3(T)(b)(15). 
Notwithstanding,  Rule  6e-2  and  Rule 
6e-3(T)  each  specifically  provide  that 
the  relief  granted  thereunder  is  available 
only  where  shares  of  the  underlying 
fund  are  offered  exclusively  to 
insurance  company  separate  accounts. 

In  this  regard,  Applicants  request 
exemptive  relief  in  cases  where  VLI 
Accounts  hold  shares  of  the  Funds 
when  shares  of  the  Funds  are  also  sold 
to  Qualified  Plans. 

7.  Applicants  are  not  aware  of  any 
reason  for  excluding  separate  accounts 
and  investment  companies  engaged  in 
shared  funding  from  the  exemptive 
relief  provided  under  Rules  6e-2(b)(15) 
and  6e-3(T)(b)(15),  or  for  excluding 
separate  accounts  and  investment 
companies  engaged  in  mixed  funding 
from  the  exemptive  relief  provided 
under  Rule  6e-2(b)(15).  Similarly, 
Applicants  are  not  aware  of  any  reason 
for  excluding  Participating  Insurance 
Companies  from  the  exemptive  relief 
requested  because  the  Funds  may  also 
sell  their  shares  to  qualified  pension 
and  retirement  plans.  Rather, 

Applicants  assert  that  the  proposed  sale 
of  shares  of  the  Funds  to  Qualified 
Plans,  in  fact,  may  allow  for  the 
development  of  larger  pools  of  assets 
resulting  in  the  potential  for  greater 
investment  and  diversification 
opportunities,  and  for  decreased 
expenses  at  higher  asset  levels  resulting 
in  greater  cost  efficiencies. 

8.  For  the  reasons  explained  below, 
Applicants  have  concluded  that 
investment  by  Qualified  Plans  in  the 
Funds  should  not  increase  the  risk  of 
material  irreconcilable  conflicts 
between  owners  of  VLI  Contracts  and 
other  types  of  investors  or  between 
owners  of  VLI  Contracts  issued  by 
unaffiliated  Participating  Insurance 
Companies. 

9.  Consistent  with  the  Commission’s 
authority  under  Section  6(c)  of  the  Act 
to  grant  exemptive  orders  to  a  class  or 
classes  of  persons  and  transactions, 
Applicants  request  exemptions  for  a 
class  consisting  of  Participating 


Insurance  Companies  and  their  VLI 
Accounts  investing  in  the  Existing 
Funds  and  Future  Funds,  as  well  as 
their  principal  underwriters,  that 
currently  invest  or  in  the  future  will 
invest  in  the  Funds. 

10.  There  is  ample  precedent,  in  a 
variety  of  contexts,  for  granting 
exemptive  relief  not  only  to  the 
applicants  in  a  given  case,  but  also  to 
members  of  the  class  not  currently 
identified  that  may  be  similarly  situated 
in  the  future.  Such  class  relief  has  been 
granted  in  various  contexts  and  from  a 
wide  variety  of  the  1940  Act’s 
provisions,  including  class  exemptions 
in  the  context  of  mixed  funding, 
extended  mixed  funding,  and  shared 
funding.  Such  class  exemptions  have 
included,  among  other  things, 
exemptions  permitting  the  sale  of  shares 
by  unnamed  underlying  funds  to  VLI 
and  VA  Accounts  of  Participating 
Insurance  Companies  and  Qualified 
Plans. 

11.  Applicants  note  that  the 
Commission  has  previously  granted 
exemptive  orders  in  cases  where  open- 
end  management  investment  companies 
offer  their  shares  directly  to  Qualified 
Plans  in  addition  to  offering  their  shares 
to  separate  accounts  of  affiliated  or 
unaffiliated  insurance  companies  which 
issue  either  or  both  variable  annuity 
contracts  or  variable  life  insurance 
contracts.  Applicants  State  that  the 
order  sought  in  their  application  is 
largely  identical  to  these  precedents 
with  respect  to  the  scope  of  the 
exemptions  and  the  conditions 
proposed  by  the  Applicants. 

12.  Section  6(c)  of  the  1940  Act 
provides,  in  part,  that  the  Commission, 
by  order  upon  application,  may 
conditionally  or  unconditionally 
exempt  any  person,  security  or 
transaction,  or  any  class  or  classes  of 
persons,  securities  or  transactions,  from 
any  provision  or  provisions  of  the  Act, 
or  any  rule  or  regulation  thereunder,  if 
and  to  the  extent  that  such  exemption 

is  necessary  or  appropriate  in  the  public 
interest  and  consistent  with  the 
protection  of  investors  and  the  purposes 
fairly  intended  by  the  policy  and 
provisions  of  the  Act.  Applicants  submit 
that  the  exemptions  requested  are 
appropriate  in  the  public  interest  and 
consistent  with  the  protection  of 
investors  and  the'purposes  fairly 
intended  by  the  policy  and  provisions  of 
the  Act. 

13.  Section  9(a)(3)  of  the  1940  Act 
provides,  among  other  things,  that  it  is 
unlawful  for  any  company  to  serve  as 
investment  adviser  or  principal 
underwriter  of  any  registered  open-end 
investment  company  if  an  affiliated 
person  of  that  company  is  subject  to  a 
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disqualification  enumerated  in  Sections 
9(a)(1)  or  (2).  Rules  6e — 2(b)(15)(i)  and 
(ii)  and  Rules  6e— 3(T)(b)(15)(i)  and  (ii) 
under  the  Act  provide  exemptions  from 
Section  9(a)  under  certain 
circumstances,  subject  to  the  limitations 
discussed  above  on  mixed  funding, 
extended  mixed  funding  and  shared 
funding.  These  exemptions  limit  the 
application  of  the  eligibility  restrictions 
to  affiliated  individuals  or  companies 
that  directly  participate  in  management 
of  the  underlying  investment  company. 

14.  The  relief  provided  by  Rules  6e- 
2(b)(15)(i)  and  6e-3(T)(b)(15)(i)  permits 
a  person  that  is  disqualified  under 
Sections  9(a)(1)  or  (2)  of  the  1940  Act  to 
serve  as  an  officer,  director,  or  employee 
of  the  life  insurance  company^or  any  of 
its  affiliates,  as  long  as  that  person  does 
not  participate  directly  in  the 
management  or  administration  of  the 
underlying  investment  company.  The 
relief  provided  by  Rules  6e— 2(b)(15)(ii) 
and  6e— 3(T)(b)(15)(ii)  under  the  Act 
permits  the  life  insurance  company  to 
serve  as  the  underlying  investment 
company’s  investment  adviser  or 
principal  underwriter,  provided  that 
none  of  the  insurer’s  personnel  who  are 
ineligible  pursuant  to  Section  9(a) 
participates  in  the  management  or 
administration  of  the  investment 
company. 

15.  In  effect,  the  partial  relief  granted 
in  Rules  6e — 2(b)(15)  and  6e-3(T)(b)(15) 
under  the  Act  from  the  requirements  of 
Section  9  of  the  Act  limits  the  amount 
of  monitoring  necessary  to  ensure 
compliance  with  Section  9  to  that  which 
is  appropriate  in  light  of  the  policy  and 
purposes  of  Section  9.  Those  rules 
recognize  that  it  is  not  necessary  for  the 
protection  of  investors  or  the  purposes 
fairly  intended  by  the  policy  and 
provisions  of  the  Act  to  apply  the 
provisions  of  Section  9(a)  to  all 
individuals  in  a  large  insurance 
complex,  most  of  whom  will  have  no 
involvement  in  matters  pertaining  to 
investment  companies  in  that 
organization.  Applicants  assert  that  it  is 
also  unnecessary  to  apply  Section  9(a) 
of  the  Act  to  the  many  individuals  in 
various  unaffiliated  insurance 
companies  (or  affiliated  companies  of 
Participating  Insurance  Companies)  that 
may  utilize  the  Funds  as  investment 
vehicles  for  VLI  Accounts  and  VA 
Accounts.  There  is  no  regulatory 
purpose  served  in  extending  the 
monitoring  requirements  to  embrace  a 
full  application  of  Section  9(a)’s 
eligibility  restrictions  because  of  mixed 
funding,  extended  mixed  funding  or 
shared  funding.  The  Participating 
Insurance  Companies  and  Qualified 
Plans  are  not  expected  to  play  any  role 
in  the  management  of  the  Funds.  Those 


individuals  who  participate  in  the 
management  of  the  Funds  will  remain 
the  same  regardless  of  which  VA 
Accounts,  VLI  Accounts,  insurance 
companies,  investment  advisers,  or 
Qualified  Plans  use  such  Funds. 
Applying  the  monitoring  requirements 
of  Section  9(a)  of  the  Act  because  of 
investment  by  VLI  Accounts  and 
Qualified  Plans  would  be  unjustified 
and  would  not  serve  any  regulatory 
purpose.  Furthermore,  the  increased 
monitoring  costs  could  reduce  the  net 
rates  of  return  realized  by  owners  of  VLI 
Contracts  and  Plan  participants. 
Moreover,  in  the  case  of  Qualified  Plans, 
the  Plans,  unlike  separate  accounts,  are 
not  themselves  investment  companies, 
and  therefore  are  not  subject  to  Section 
9  of  the  Act.  Furthermore,  it  is  not 
anticipated  that  a  Qualified  Plan  would 
be  an  affiliated  person  of  the  Funds 
except  by  virtue  of  its  holding  5%  or 
more  of  a  Fund’s  shares. 

16.  Rules  6e — 2(b)(15)(iii)  and  6e- 
3(T)(b)(15)(iii)  under  the  Act  provide 
exemptions  from  pass-through  voting 
requirements  with  respect  to  several 
significant  matters,  assuming  the 
limitations  on  mixed  funding,  extended 
mixed  funding  and  shared  funding  are 
observed.  Rules  6e— 2(b)(15)(iii)(A)  and 
6e-3(T)(b)(15)(iii)(A)  provide  that  the 
insurance  company  may  disregard  the 
voting  instructions  of  its  variable  life 
insurance  contract  owners  with  respect 
to  the  investments  of  an  underlying 
investment  company,  or  any  contract 
between  such  an  investment  company 
and  its  investment  adviser,  when 
required  to  do  so  by  an  insurance 
regulatory  authority  (subject  to  the 
provisions  of  paragraphs  (b)(5)(i)  and 
(b)(7)(ii)(A)  of  Rules  6e-2  and  6e-3(T)). 

17.  Rules  6e — 2(b)(l 5)(iii)(B)  and  6e- 
3(T)(b)(15)(iii)(A)(2)  provide  that  an 
insurance  company  may  disregard  the 
voting  instructions  of  owners  of  its 
variable  life  insurance  contracts  if  such 
owners  initiate  any  change  in  an 
underlying  investment  company’s 
investment  policies,  principal 
underwriter  or  any  investment  adviser 
(provided  that  disregarding  such  voting 
instructions  is  reasonable  and  subject  to 
the  other  provisions  of  paragraphs 
(b)(5)(ii),  (b)(7)(ii)(B)  and  (b)(7)(ii)(C)  of 
Rules  6e-2  and  6e-3(T)). 

18.  In  the  case  of  a  change  in  the 
investment  policies  of  the  underlying 
investment  company,  the  insurance 
company,  in  order  to  disregard  contract 
owner  voting  instructions,  must  make  a 
good  faith  determination  that  such  a 
change  either  would:  (l)  Violate  State 
law,  or  (2)  result  in  investments  that 
either  (a)  would  not  be  consistent  with 
the  investment  objectives  of  its  separate 
account,  or  (b)  would  vary  from  the 


general  quality  and  nature  of 
investments  and  investment  techniques 
used  by  other  separate  accounts  of  the 
company,  or  of  an  affiliated  life 
insurance  company  with  similar 
investment  objectives.  • 

19.  Both  Rule  6e-2  and  Rule  6e-3(T) 
generally  recognize  that  a  variable  life 
insurance  contract  is  primarily  a  life 
insurance  contract  containing  many 
important  elements  unique  to  life 
insurance  contracts  and  subject  to 
extensive  State  insurance  regulation.  In 
adopting  subparagraph  (b)(15)(iii)  of 
these  Rules,  the  Commission  implicitly 
recognized  that  State  insurance 
regulators  have  authority,  pursuant  to 
State  insurance  laws  or  regulations,  to 
disapprove  or  require  changes  in 
investment  policies,  investment 
advisers,  or  principal  underwriters. 

20.  The  sale.of  Fund  shares  to 
Qualified  Plans  or  investment  advisers 
will  not  have  any  impact  on  the 
exemptions  requested  herein  regarding 
the  disregard  of  pass-through  voting 
rights.  Shares  sold  to  Qualified  Plans 
will  be  held  by  such  Plans.  The  exercise 
of  voting  rights  by  Plans,  whether  by 
trustees,  participants,  beneficiaries,  or 
investment  managers  engaged  by  the 
Plans,  does  not  raise  the  type  of  issues 
respecting  disregard  of  voting  rights  that 
are  raised  by  VLI  Accounts.  With 
respect  to  Plans,  which  are  not 
registered  as  investment  companies 
under  the  Act,  there  is  no  requirement 
to  pass  through  voting  rights  to  Plan 
participants.  Indeed,  to  the  contrary, 
applicable  law  expressly  reserves  voting 
rights  associated  with  Plan  assets  to 
certain  specified  persons.  For  example, 
for  many  Plans,  under  Section  403(a)  of 
Employee  Retirement  Income  Security 
Act  of  1974,  as  amended  (“ERISA”), 
shares  of  a  portfolio  of  an  investment 
company  sold  to  a  Plan  must  be  held  by 
the  trust(s)  funding  the  Plan.  Section 
403(a)  also  provides  that  the  trustee(s)  of 
such  trusts  must  have  exclusive 
authority  and  discretion  to  manage  and 
control  the  Plan,  with  two  exceptions: 

(1)  When  the  Plan  expressly  provides 
that  the  trustee(s)  are  subject  to  the 
direction  of  a  named  fiduciary  who  is 
not  a  trustee,  in  which  case  the 
trustee(s)  are  subject  to  proper 
directions  made  in  accordance  with  the 
terms  of  the  Plan  and  not  contrary  to 
ERISA,  and  (2)  when  the  authority  to 
manage,  acquire,  or  dispose  of  assets  of 
the  Plan  is  delegated  to  one  or  more 
investment  managers  pursuant  to 
Section  402(c)(3)  of  ERISA.  For  such 
Plans,  unless  one  of  the  above  two 
exceptions  stated  in  Section  403(a) 
applies,  Plan  trustees  have  the  exclusive 
authority  and  responsibility  for  voting 
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investment  company  shares  (or  related 
proxies)  held  by  their  Plan. 

21.  If  a  named  fiduciary  to  a  Plan 
appoints  an  investment  manager,  the 
investment  manager  has  the 
responsibility  to  vote  the  shares  held, 
unless  the  right  to  vote  such  shares  is 
reserved  to  the  trustee(s)  or  another 
named  fiduciary.  The  Plans  may  have 
their  trustee(s)  or  other  fiduciaries 
exercise  voting  rights  attributable  to 
investment  securities  held  by  the  Plans 
in  their  discretion.  Some  Plans, 
however,  may  provide  for  the  trustee(s), 
an  investment  adviser  (or  advisers),  or 
another  named  fiduciary  to  exercise 
voting  rights  in  accordance  with 
instructions  from  Plan  participants. 

22.  Where  a  Qualified  Plan  does  not 
provide  participants  with  the  right  to 
give  voting  instructions,  Applicants  do 
not  see  any  potential  for  material 
irreconcilable  conflicts  of  interest 
between  or  among  the  Variable  Contract 
owners  and  Plan  participants  with 
respect  to  voting  of  the  respective  Fund 
shares.  Accordingly,  unlike  the 
circumstances  surrounding  VLI 
Accounts  and  VA  Accounts,  because 
Plans  are  not  required  to  pass  through 
voting  rights  to  participants,  the  issue  of 
resolution  of  material  irreconcilable 
conflicts  of  interest  should  not  arise 
with  respect  to  voting  Fund  shares. 

23.  In  addition,  if  a  Qualified  Plan 
were  to  hold  a  controlling  interest  in  a 
Fund,  Applicants  do  not  believe  that 
such  control  would  disadvantage  other 
investors  in  such  Fund  to  any  greater 
extent  than  is  the  case  when  any 
institutional  shareholder  holds  a 
majority  of  the  shares  of  any  open-end 
management  investment  company.  In 
this  regard,  Applicants  submit  that 
investment  in  a  Fund  by  a  Plan  will  not 
create  any  of  the  voting  complications 
occasioned  by  VLI  Account  investments 
in  the  Fund.  Unlike  VLI  Account 
investments,  Plan  voting  rights  cannot 
be  frustrated  by  veto  rights  of 
Participating  Insurance  Companies  or 
State  insurance  regulators. 

24.  Where  a  Qualified  Plan  provides 
participants  with  the  right  to  instruct 
the  trustee(s)  as  to  how  to  vote  Fund 
shares,  Applicants  see  no  reason  why 
such  participants  generally  or  those  in 
a  particular  Plan,  either  as  a  single 
group  or  in  combination  with 
participants  in  other  Plans,  would  vote 
in  a  manner  that  would  disadvantage 
VLI  Contract  owners.  The  purchase  of 
shares  by  Plans  that  provide  voting 
rights  does  not  present  any 
complications  not  otherwise  occasioned 
by  mixed  or  shared  funding. 

25.  Similarly,  the  sale  of  Fund  shares 
to  an  investment  adviser  will  not  have 
any  impact  on  the  exemptions  requested 


herein  regarding  the  disregard  of  pass¬ 
through  voting  rights.  The  exercise  of 
voting  rights  by  investment  advisers 
does  not  raise  the  type  of  issues 
respecting  disregard  of  voting  rights  that 
are  raised  by  VLI  Accounts.  With 
respect  to  investment  advisers,  which 
are  not  registered  as  investment 
companies  under  the  Act,  there  is  no 
requirement  to  pass  through  voting 
rights. 

26.  Applicants  recognize  that  the 
prohibitions  on  mixed  and  shared 
funding  might  reflect  concern  regarding 
possible  different  investment 
motivations  among  investors.  When 
Rule  6e-2  was  first  adopted,  variable 
annuity  separate  accounts  could  invest 
in  mutual  funds  whose  shares  were  also 
offered  to  the  general  public.  Therefore, 
the  Commission  staff  may  have  been 
concerned  with  the  potentially  different 
investment  motivations  of  public 
shareholders  and  owners  of  variable  life 
insurance  contracts.  There  also  may 
have  been  some  concern  with  respect  to 
the  problems  of  permitting  a  State 
insurance  regulatory  authority  to  affect 
the  operations  of  a  publicly  available 
mutual  fund  and  the  investment 
decisions  of  public  shareholders. 

27.  For  reasons  unrelated  to  the  Act, 
however,  Revenue  Ruling  81-225  (Sept. 
25, 1981)  effectively  deprived  variable 
annuity  contracts  funded  by  publicly 
available  mutual  funds  of  their  tax- 
benefited  status.  The  Tax  Reform  Act  of 
1984  codified  the  prohibition  against 
the  use  of  publicly  available  mutual 
funds  as  an  investment  vehicle  for  both 
variable  annuity  contracts  and  variable 
life  insurance  contracts.  In  particular. 
Section  817(h)  of  the  Code,  in  effect, 
requires  that  the  investments  made  by 
both  variable  annuity  and  variable  life 
insurance  separate  accounts  be 
“adequately  diversified.”  If  such  a 
separate  account  is  organized  as  part  of 
a  “two-tiered”  arrangement  where  the 
account  invests  in  shares  of  an 
underlying  open-end  investment 
company  (i.e.,  an  underlying  fund),  the 
diversification  test  will  be  applied  to  the 
underlying  fund  (or  to  each  of  several 
underlying  funds),  rather  than  to  the 
separate  account  itself,  but  only  if  “all 
of  the  beneficial  interests”  in  the 
underlying  fund  “are  held  by  one  or 
more  insurance  companies  (or  affiliated 
companies)  in  their  general  account  or 
in  segregated  asset  accounts.” 
Accordingly,  a  separate  account  that 
invests  in  a  publicly  available  mutual 
fund  will  not  be  adequately  diversified 
for  these  purposes.  As  a  result,  any 
underlying  fund,  including  the  Funds, 
that  sells  shares  to  VA  Accounts  or  VLI 
Accounts,  would,  in  effect,  be  precluded 
from  also  selling  its  shares  to  the  public. 


Consequently,  the  Funds  may  not  sell 
their  shares  to  the  public. 

28.  Applicants  assert  that  the  rights  of 
an  insurance  company  or  a  State 
insurance  regulator  to  disregard  the 
voting  instructions  of  owners  of 
Variable  Contracts  is  not  inconsistent 
with  either  mixed  funding  or  shared 
funding.  The  National  Association  of 
Insurance  Commissioners  Variable  Life 
Insurance  Model  Regulation  (the  “NAIC 
Model  Regulation”)  suggests  that  it  is 
unlikely  that  insurance  regulators 
would  find  an  underlying  fund’s 
investment  policy,  investment  adviser 
or  principal  underwriter  objectionable 
for  one  type  of  Variable  Contract  but  not 
another  type.  The  NAIC  Model 
Regulation  has  long  permitted  the  use  of 
a  single  underlying  fund  for  different 
separate  accounts.  Moreover,  Article  VI, 
Section  3  of  the  NAIC  Model  Regulation 
has  been  amended  to  remove  a  previous 
prohibition  on  one  separate  account 
investing  in  another  separate  account. 
Lastly,  the  NAIC  Model  Regulation  does 
not  distinguish  between  scheduled 
premium  and  flexible  premium  variable 
life  insurance  contracts.  The  NAIC 
Model  Regulation,  therefore,  reflects  the 
NAIC’s  apparent  confidence  that  such 
combined  funding  is  appropriate  and 
that  State  insurance  regulators  can 
adequately  protect  the  interests  of 
owners  of  all  variable  contracts. 

29.  Applicants  assert  that  shared 
funding  by  unaffiliated  insurance 
companies  does  not  present  any  issues 
that  do  not  already  exist  where  a  single 
insurance  company  is  licensed  to  do 
business  in  several  or  all  States.  A 
particular  State  insurance  regulator 
could  require  action  that  is  inconsistent 
with  the  requirements  of  other  States  in 
which  the  insurance  company  offers  its 
contracts.  However,  the  fact  that 
different  insurers  may  be  domiciled  in 
different  States  does  not  create  a 
significantly  different  or  enlarged 
problem. 

30.  Shared  funding  by  unaffiliated 
insurers,  in  this  respect,  is  no  different 
than  the  use  of  the  same  investment 
company  as  the  funding  vehicle  for 
affiliated  insurers,  which  Rules  6e- 
2(b)(15)  and  6e — 3(T)(b)(15)  permit. 
Affiliated  insurers  may  be  domiciled  in 
different  States  and  be  subject  to 
differing  State  law  requirements. 
Affiliation  does  not  reduce  the 
potential,  if  any  exists,  for  differences  in 
State  regulatory  requirements.  In  any 
event,  the  conditions  set  forth  below  are 
designed  to  safeguard  against,  and 
provide  procedures  for  resolving,  any 
adverse  effects  that  differences  among 
State  regulatory  requirements  may 
produce.  If  a  particular  State  insurance 
regulator’s  decision  conflicts  with  the 
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majority  of  other  State  regulators,  then 
the  affected  Participating  Insurance 
Company  will  be  required  to  withdraw 
its  separate  account  investments  in  the 
relevant  Fund.  This  requirement  will  be 
provided  for  in  the  participation 
agreement  that  will  be  entered  into  by 
Participating  Insurance  Companies  with 
the  relevant  Fund. 

31.  Rules  6e — 2(b)(15)  and  6e- 
3(T)(b)(15)  give  Participating  Insurance 
Companies  the  right  to  disregard  the 
voting  instructions  of  VLI  Contract 
owners  in  certain  circumstances.  This 
right  derives  from  the  authority  of  State 
insurance  regulators  over  VLI  Accounts 
and  VA  Accounts.  Under  Rules  6e- 
2(b)(15)  and  6e-3(T)(b)(15),  a 
Participating  Insurance  Company  may 
disregard  VLI  Contract  owner  voting 
instructions  only  with  respect  to  certain 
specified  items.  Affiliation  does  not 
eliminate  the  potential,  if  any  exists,  for 
divergent  judgments  as  to  the 
advisability  or  legality  of  a  change  in 
investment  policies,  principal 
underwriter  or  investment  adviser 
initiated  by  such  Contract  owners.  The 
potential  for  disagreement  is  limited  by 
the  requirements  in  Rules  6e-2  and  6e- 
3(T)  that  the  Participating  Insurance 
Company’s  disregard  of  voting 
instructions  be  reasonable  and  based  on 
specific  good  faith  determinations. 

32.  A  particular  Participating 
Insurance  Company’s  disregard  of 
voting  instructions,  nevertheless,  could 
conflict  with  the  voting  instructions  of 
a  majority  of  VLI  Contract  owners'.  The 
Participating  Insurance  Company’s 
action  possibly  could  be  different  than 
the  determination  of  all  or  some  of  the 
other  Participating  Insurance 
Companies  (including  affiliated 
insurers)  that  the  voting  instructions  of 
VLI  Contract  owners  should  prevail,  and 
either  could  preclude  a  majority  vote 
approving  the  change  or  could  represent 
a  minority  view.  If  the  Participating 
Insurance  Company’s  judgment 
represents  a  .minority  position  or  would 
preclude  a  majority  vote,  then  the 
Participating  Insurance  Company  may 
be  required,  at  the  relevant  Fund’s 
election,  to  withdraw  its  VLI  Accounts’ 
and  VA  Accounts’  investments  in  the 
relevant  Fund.  No  charge  or  penalty  will 
be  imposed  as  a  result  of  such 

*  withdrawal.  This  requirement  will  be 
provided  for  in  the  participation 
agreement  entered  into  by  the 
Participating  Insurance  Companies  with 
the  relevant  Fund. 

33.  Applicants  assert  that  there  is  no 
reason  wl\y  the  investment  policies  of 
an  Fund  would  or  should  be  materially 
different  from  what  these  policies 
would  or  should  be  if  the  Fund 
supported  only  VA  Accounts  or  VLI 


Accounts,  whether  flexible  premium  or 
scheduled  premium  VLI  Contrasts.  Each 
type  of  insurance  contract  is  designed  as 
a  long-term  investment  program. 

34.  Each  Fund  will  be  managed  to 
attempt  to  achieve  its  specified 
investment  objecti  ve,  and  not  favor  or 
disfavor  any  particular  Participating 
Insurance  Company  or  type  of  insurance 
contract.  There  is  no  reason  to  believe 
that  different  features  of  various  types  of 
Variable  Contracts  will  lead  to  different 
investment  policies  for  each  or  for 
different  VLI  Accounts  and  VA 
Accounts.  The  sale  of  Variable  Contracts 
and  ultimate  success  of  all  VA  Accounts 
and  VLI  Accounts  depends,  at  least  in 
part,  on  satisfactory  investment 
performance,  which  provides  an 
incentive  for  each  Participating 
Insurance  Company  to  seek  optimal 
investment  performance. 

35.  Furthermore,  no  single  investment 
strategy  can  be  identified  as  appropriate 
to  a  particular  Variable  Contract.  Each 
“pool”  of  VLI  Contract  and  VA  Contract 
owners  is  composed  of  individuals  of 
diverse  financial  status,  age,  insurance 
needs  and  investment  goals.  A  Fund 
supporting  even  one  type  of  Variable 
Contract  must  accommodate  these 
diverse  factors  in  order  to  attract  and 
retain  purchasers.  Permitting  mixed  and 
shared  funding  will  provide  economic 
support  for  the  continuation  of  the 
Funds.  Mixed  and  shared  funding  will 
broaden  the  base  of  potential  Variable 
Contract  owner  investors,  which  may 
facilitate  the  establishment  of  additional 
Funds  serving  diverse  goals. 

36.  Applicants  do  not  believe  that  the 
sale  of  the  shares  to  Plans  will  increase 
the  potential  for  material  irreconcilable 
conflicts  of  interest  between  or  among 
different  types  of  investors.  In 
particular,  Applicants  see  very  little 
potential  for  such  conflicts  beyond 
those  that  would  otherwise  exist 
between  owners  of  VLI  Contracts  and 
VA  Contracts.  Applicants  submit  that 
either  there  are  no  conflicts  of  interest 
or  that  there  exists  the  ability  by  the 
affected  parties  to  resolve  such  conflicts 
consistent  with  the  best  interests  of  VLI 
Contract  owners,  VA  Contract  owners 
and  Plan  participants. 

37.  Applicants  considered  whether 
there  are  any  issues  raised  under  the 
Code,  Treasury  Regulations,  or  Revenue 
Rulings  thereunder,  if  Qualified  Plans, 
VA  Accounts,  and  VLI  Accounts  all 
invest  in  the  same  Fund.  Applicants 
have  concluded  that  neither  the  Code, 
nor  the  Treasury  Regulations  nor 
Revenue  Rulings  thereunder,  present 
any  inherent  conflicts  of  interest  if 
Plans,  VLI  Accounts,  and  VA  Accounts 
all  invest  in  the  same  Fund. 


'  38.  Applicants  note  that,  while  there 
are  differences  in  the  manner  in  which 
distributions  from  VLI  Accounts  and 
Qualified  Plans  are  taxed,  these 
differences  have  no  impact  on  the 
Funds.  When  distributions  are  to  be 
made,  and  a  VLI  Account  or  Plan  is 
unable  to  net  purchase  payments  to 
make  distributions,  the  VLI  Account  or 
Plan  will  redeem  shares  of  the  relevant 
Fund  at  its  net  asset  values  in 
conformity  with  Rule  22c-l  under  the 
Act  (without  the  imposition  of  any  sales 
charge)  to  provide  proceeds  to  meet 
distribution  needs.  A  Participating 
Insurance  Company  will  then  make 
distributions  in  accordance  with  the 
terms  of  its  VLI  Contract  and  a  Plan  will 
then  make  distributions  in  accordance 
with  the  terms  of  the  Plan. 

39.  Applicants  considered  whether  it 
is  possible  to  provide  an  equitable 
means  of  giving  voting  rights  to  VLI 
Contract  owners  and  Plans.  In 
connection  with  any  meeting  of  Fund 
shareholders,  the  Fund’s  transfer  agent 
will  inform  each  Participating  Insurance 
Company,  investment  adviser,  and 
Qualified  Plan  of  their  share  holdings 
and  provide  other  information  necessary 
for  such  shareholders  to  participate  in 
the  meeting  [e.g.,  proxy  materials).  Each 
Participating  Insurance  Company  then 
will  solicit  voting  instructions  from 
owners  of  VLI  Contracts  and  VA 
Contracts  as  required  by  either  Rules 
6e-2  or  6e-3(T),  or  Section 
12(d)(l)(E)(iii)(aa)  of  the  Act,  as 
applicable,  and  its  participation 
agreement  with  the  relevant  Fund. 
Shares  held  by  Plans  will  be  voted  in 
accordance  with  applicable  law.  The 
voting  rights  provided  to  Plans  with 
respect  to  the  shares  would  be  no 
different  from  the  voting  rights  that  are 
provided  to  Plans  with  respect  to  shares 
of  mutual  funds  sold  to  the  general 
public.  Furthermore,  if  a  material 
irreconcilable  conflict  arises  because  of 
a  Plan’s  decision  to  disregard  Plan 
participant  voting  instructions,  if 
applicable,  and  that  decision  represents 
a  minority  position  or  would  preclude 

a  majority  vote,  the  Plan  may  be 
required,  at  the  election  of  the  relevant 
Fund,  to  withdraw  its  investment  in  the 
Fund,  and  no  charge  or  penalty  will  be 
imposed  as  a  result  of  such  withdrawal. 

40.  Applicants  do  not  believe  that  the 
ability  of  a  Fund  to  sell  its  shares  to  its 
investment  adviser  or  Qualified  Plans 
gives  rise  to  a  senior  security.  “Senior 
Security”  is  defined  in  Section  18(g)  of 
the  Act  to  include  “any  stock  of  a  class 
having  priority  over  any  other  class  as 
to  distribution  of  assets  or  payment  of 
dividends.”  As  noted  above,  regardless 
of  the  rights  and  benefits  of  participants 
under  Plans  and  owners  of  VLI 
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Contracts,  VLI  Accounts,  VA  Accounts, 
Participating  Insurance  Companies,  and 
Plans,  only  have,  or  will  only  have, 
rights  with  respect  to  their  respective 
shares  of  a  Fund.  These  parties  can  only 
redeem  such  shares  at  net  asset  value. 

No  shareholder  of  a  Fund  has  any 
preference  over  any  other  shareholder 
with  respect  to  distribution  of  assets  or 
payment  of  dividends. 

41.  Applicants  do  not  believe  that  the 
veto  power  of  State  insurance 
commissioners  over  certain  potential 
changes  to  Fund  investment  objectives  ’ 
approved  by  owners  of  VLI  Contracts 
creates  conflicts  between  the  interests  of 
such  owners  and  the  interests  of  Plan 
participants.  Applicants  note  that  a 
basic  premise  of  corporate  democracy 
and  shareholder  voting  is  that  not  all 
shareholders  may  agree  with  a 
particular  proposal.  Their  interests  and 
opinions  may  differ,  but  this  does  not 
mean  that  inherent  conflicts  of  interest 
exist  between  or  among  such 
shareholders  or  that  occasional  conflicts 
of  interest  that  do  occur  between  or 
among  them  are  likely  to  be 
irreconcilable. 

42.  Although  Participating  Insurance 
Companies  may  have  to  overcome 
regulatory  impediments  in  redeeming 
shares  of  a  Fund  held  by  their  VLI 
Accounts,  the  Plans  and  the  participants 
in  participant-directed  Plans  can  make 
decisions  quickly  and  redeem  their 
shares  in  a  Fund  and  reinvest  in  another 
investment  company  or  other  funding 
vehicle  without  impediments,  or  as  is 
the  case  with  most  Plans,  hold  cash 
pending  suitable  investment.  As  a 
result,  conflicts  between  the  interests  of 
VLI  Contract  owners  and  the  interests  of 
Plans  and  Plan  participants  can  usually 
be  resolved  quickly  since  the  Plans  can, 
on  their  own,  redeem  their  Fund  shares. 

43.  Finally,  Applicants  considered 
whether  there  is  a  potential  for  future 
conflicts  of  interest  between 
Participating  Insurance  Companies  and 
Qualified  Plans  created  by  future 
changes  in  the  tax  laws.  Applicants  do 
not  see  any  greater  potential  for  material 
irreconcilable  conflicts  arising  between 
the  interests  of  VLI  Contract  owners  (or, 
for  that  matter,  VA  Contract  owners) 
and  Plan  participants  from  future 
changes  in  the  Federal  tax  laws  than 
that  which  already  exists  between  VLI 
Contract  owners  and  VA  Contract 
owners. 

44.  Applicants  recognize  that  the 
foregoing  is  not  an  all-inclusive  list,  but 
rather  is  representative  of  issues  that 
they  believe  are  relevant  to  their 
application.  Applicants  believe  that  the 
discussion  contained  therein 
demonstrates  that  the  sale  of  Fund 
shares  to  Qualified  Plans  would  not 


increase  the  risk  of  material 
irreconcilable  conflicts  between  the 
interests  of  Plan  participants  and  VLI 
Contract  owners  or  other  investors. 
Further,  Applicants  submit  that  the  use 
of  the  Funds  with  respect  to  Plans  is  not 
substantially  dissimilar  from  each 
Fund’s  current  and  anticipated  use,  in 
that  Plans,  like  VLI  Accounts,  are 
generally  long-term  investors. 

45.  Applicants  assert  that  permitting  a 
Fund  to  sell  its  shares  to  its  investment 
adviser  (or  the  adviser’s  affiliates)  for 
the  purpose  of  obtaining  seed  money 
will  enhance  management  of  each  Fund 
without  raising  significant  concerns 
regarding  material  irreconcilable 
conflicts  among  different  types  of 
investors.  A  potential  source  of  initial 
capital  is  a  Fund’s  investment  adviser. 
However,  provision  of  seed  capital  or 
the  purchase  of  shares  in  connection 
with  the  management  of  a  Fund  by  its 
investment  adviser  may  be  deemed  to 
violate  the  exclusivity  requirement  of 
Rule  6e-2(b)(15)  and/or  Rule  6e- 
3(T)(b)(15).  Given  the  conditions  of 
Treasury  Regulation  1 .81 7— 5(f)(3)  and 
the  harmony  of  interest  between  a  Fund, 
on  the  one  hand,  and  its  investment 
adviser  (or  affiliates),  on  the  other, 
Applicants  assert  that  little  incentive  for 
overreaching  exists.  Furthermore,  such 
investment  should  not  implicate  the 
concerns  discussed  above  regarding  the 
creation  of  material  irreconcilable 
conflicts.  Instead,  investments  by  an 
investment  adviser  (or  its  affiliates),  will 
permit  the  orderly  and  efficient  creation 
and  operation  of  a  Fund,  and  reduce  the 
expense  and  uncertainty  of  using 
outside  parties  at  the  early  stages  of  the 
Fund’s  operations. 

46.  Various  factors  have  limited  the 
number  of  insurance  companies  that 
offer  Variable  Contracts.  These  factors 
include  the  costs  of  organizing  and 
operating  a  funding  vehicle,  certain 
insurers’  lack  of  experience  with  respect 
to  investment  management,  and  the  lack 
of  name  recognition  by  the  public  of 
certain  insurance  companies  as 
investment  experts.  In  particular,  some 
smaller  life  insurance  companies  may 
not  find  it  economically  feasible,  or 
within  their  investment  or 
administrative  expertise,  to  enter  the 
Variable  Contract  business  on  their  own. 
Use  of  the  Funds  as  a  common 
investment  vehicle  for  VLI  Accounts 
would  reduce  or  eliminate  these 
concerns.  Mixed  and  shared  funding 
should  also  provide  several  benefits  to 
owners  of  VLI  Contracts  by  eliminating 
a  significant  portion  of  the  costs  of 
establishing  and  administering  separate 
underlying  funds. 

47.  Participating  Insurance 
Companies  will  benefit  not  only  from 


the  investment  and  administrative 
expertise  of  the  Funds’  investment 
advisers  and  subadvisers,  but  also  from 
the  potential  cost  efficiencies  and 
investment  flexibility  afforded  by  larger 
pools  of  funds.  Mixed  and  shared 
funding  also  would  permit  a  greater 
amount  of  assets  available  for 
investment  by  a  Fund,  thereby 
promoting  economies  of  scale,  by 
permitting  increased  safety  through 
greater  diversification,  or  by  making  the 
addition  of  new  Funds  more  feasible. 
Therefore,  mixed  and  shared  funding 
will  encourage  more  insurance 
companies  to  offer  VLI  Accounts.  This 
should  result  in  increased  competition 
with  respect  to  both  VLI  Account  design 
and  pricing,  which  can  in  turn  be 
expected  to  result  in  more  product 
variety.  Applicants  also  assert  that  sale 
of  shares  in  a  Fund  to  Qualified  Plans, 
in  addition  to  VLI  Accounts  and  VA 
Accounts,  will  result  in  an  increased 
amount  of  assets  available  for 
investment  in  a  Fund.  This  may  benefit 
VLI  Account  owners  by  promoting 
economies  of  scale,  permitting  increased 
safety  of  investments  through  greater 
diversification,  and  making  the  addition 
of  new  Funds  more  feasible. 

48.  Applicants  also  submit  that, 
regardless  of  the  type  of  shareholder  in 
a  Fund,  its  investment  adviser  (and  the 
adviser’s  affiliates)  are  or  would  be 
contractually  and  otherwise  obligated  to 
manage  the  Fund  solely  and  exclusively 
in  accordance  with  that  Fund’s 
investment  objectives,  policies  and 
restrictions,  as  well  as  any  guidelines 
established  by  its  board  of  trustees  (a 
“Board”).  Thus,  each  Fund  will  be 
managed  in  the  same  manner  as  any 
other  mutual  fund. 

49.  Applicants  note  that  VLI  Accounts 
historically  have  been  employed  to 
accumulate  shares  of  mutual  funds  that 
are  not  affiliated  with  the  depositor  or 
sponsor  of  the  VLI  Account.  In 
particular,  Applicants  assert  that  sales 
of  Fund  shares,  as  described  above,  will 
not  have  any  adverse  Federal  income 
tax  consequences  to  other  investors  in 
such  a  Fund. 

50.  In  addition,  Applicants  assert  that 
granting  the  exemptions  requested 
herein  is  in  the  public  interest  and,  as 
discussed  above,  will  not  compromise 
the  regulatory  purposes  of  Sections  9(a), 
13(a),  15(a),  or  15(b)  of  the  Act  or  Rules 
6e-2  or  6e-3(T)  thereunder. 

Applicants’  Conditions 

Applicants  agree  that  the  order  * 
granting  the  requested  relie^shall  be 
subject  to  the  following  conditions 
which  shall  apply  to  the  Funds  as  well 
as  any  Future  Fund  that  relies  on  the 
order: 
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1.  A  majority  of  the  Board  of  each 
Fund  will  consist  of  persons  who  are 
not  “interested  persons”  of  the  Fund,  as 
defined  by  Section  2(a)(19)  of  the  1940 
Act,  and  the  rules  thereunder,  and  as 
modified  by  any  applicable  orders  of  the 
Commission,  except  that  if  this 
condition  is  not  met  by  reason  of  death, 
disqualification  or  bona  fide  resignation 
of  any  trustee  or  trustees,  then  the 
operation  of  this  condition  will  be 
suspended:  (a)  For  a  period  of  90  days 

if  the  vacancy  or  vacancies  may  be  filled 
by  the  Board,  (b)  for  a  period  of  150 
days  if  a  vote  of  shareholders  is  required 
to  fill  the  vacancy  or  vacancies,  or  (c)  for 
such  longer  period  as  the  Commission 
may  prescribe  by  order  upon 
application,  or  by  future  rule. 

2.  Each  Board  will  monitor  its 
respective  Fund  for  the  existence  of  any 
material  irreconcilable  conflict  between 
and  among  the  interests  of  the  owners 
of  all  VLI  Contracts  and  VA  Contracts 
and  participants  of  all  Plans  investing  in 
the  Fund,  and  determine  what  action,  if 
any,  should  be  taken  in  response  to  such 
conflicts.  A  material  irreconcilable 
conflict  may  arise  for  a  variety  of 
reasons,  including:  (a)  An  action  by  any 
State  insurance  regulatory  authority,  (b) 
a  change  in  applicable  Federal  or  State 
insurance,  tax,  or  securities  laws  or 
regulations,  or  a  public  ruling,  private 
letter  ruling,  no-action  or  interpretive 
letter,  or  any  similar  action  by 
insurance,  tax  or  securities  regulatory 
authorities,  (c)  an  administrative  or 
judicial  decision  in  any  relevant 
proceeding,  (d)  the  manner  in  which  the 
investments  of  the  Fund  are  being 
managed,  (e)  a  difference  in  voting 
instructions  given  by  VA  Contract 
owners,  VLI  Contract  owners,  and  Plans 
or  Plan  participants,  (f)  a  decision  by  a 
Participating  Insurance  Company  to 
disregard  the  voting  instructions  of 
contract  owners;  or  (g)  if  applicable,  a 
decision  by  a  Plan  to  disregard  the 
voting  instructions  of  Plan  participants. 

3.  Participating  Insurance  Companies 
(on  their  own  behalf,  as  well  as  by 
virtue  of  any  investment  of  general 
account  assets  in  a  Fund),  any 
investment  adviser  to  a  Fund,  and  any 
Plan  that  executes  a  participation 
agreement  upon  its  becoming  an  owner 
of  10%  or  more  of  the  net  assets  of  a 
Fund  (collectively,  “Participants”)  will 
report  any  potential  or  existing  conflicts 
to  the  relevant  Board.  Each  Participant 
will  be  responsible  for  assisting  the 
Board  in  carrying  out  the  Board’s 
responsibilhies  under  these  conditions 
by  providing  the  Board  with  all 
information  reasonably  necessary  for  the 
Board  to  consider  any  issues  raised. 

This  responsibility  includes,  but  is  not 
limited  to,  an  obligation  by  each 


Participating  Insurance  Company  to 
inform  the  Board  whenever  Variable 
Contract  owner  voting  instructions  are 
disregarded,  and,  if  pass-through  voting 
is  applicable,  an  obligation  by  each  Plan 
to  inform  the  Board  whenever  it  has 
determined  to  disregard  Plan  participant 
voting  instructions.  The  responsibility 
to  report  such  information  and  conflicts, 
and  to  assist  the  Board,  will  be  a 
contractual  obligation  of  all 
Participating  Insurance  Companies 
under  their  participation  agreement 
with  a  Fund,  and  these  responsibilities 
will  be  carried  out  with  a  view  only  to 
the  interests  of  the  Variable  Contract 
owners.  The  responsibility  to  report 
such  information  and  conflicts,  and  to 
assist  the  Board,  also  will  be  contractual 
obligations  of  all  Plans  under  their 
participation  agreement  with  a  Fund, 
and  such  agreements  will  provide  that 
these  responsibilities  will  be  carried  out 
with  a  view  only  to  the  interests  of  Plan 
participants. 

4.  If  it  is  determined  by  a  majority  of 
a  Board,  or  a  majority  of  the 
disinterested  directors/trustees  of  such 
Board,  that  a  material  irreconcilable 
conflict  exists,  then  the  relevant 
Participant  will,  at  its  expense  and  to 
the  extent  reasonably  practicable  (as 
determined  by  a  majority  of  the 
disinterested  directors/trustees),  take 
whatever  steps  are  necessary  to  remedy 
or  eliminate  the  material  irreconcilable 
conflict,  up  to  and  including:  (a) 
Withdrawing  the  assets  allocable  to 
some  or  all  of  their  VLI  Accounts  or  VA 
Accounts  from  the  Fund  and  reinvesting 
such  assets  in  a  different  investment 
vehicle  including  another  Fund,  (b)  in 
the.  case  of  a  Participating  Insurance 
Company,  submitting  the  question  as  to 
whether  such  segregation  should  be 
implemented  to  a  vote  of  all  affected 
Variable  Contract  owners  and,  as 
appropriate,  segregating  the  assets  of 
any  appropriate  group  (i.e.,  VA  Contract 
owners  or  VLI  Contact  owners  of  one  or 
more  Participating  Insurance 
Companies)  that  votes  in  favor  of  such 
segregation,  or  offering  to  the  affected 
Contract  owners  the  option  of  making 
such  a  change,  (c)  withdrawing  the 
assets  allocable  to  some  or  all  of  the 
Plans  from  the  affected  Fund  and 
reinvesting  them  in  a  different 
investment  medium,  and  (d) 
establishing  a  new  registered 
management  investment  company  or 
managed  separate  account.  If  a  material 
irreconcilable  conflict  arises  because  of 
a  decision  by  a  Participating  Insurance 
Company  to  disregard  Variable  Contract 
owner  voting  instructions,  and  that 
decision  represents  a  minority  position 
or  would  preclude  a  majority  vote,  then 


the  Participating  Insurance  Company 
may  be  required,  at  the  election  of  the 
Fund,  to  withdraw  such  Participating 
Insurance  Company’s  VA  Account  and 
VLI  Account  investments  in  the  Fund, 
and  no  charge  or  penalty  will  be 
imposed  as  a  result  of  such  withdrawal. 

If  a  material  irreconcilable  conflict 
arises  because  of  a  Plan’s  decision  to 
disregard  Plan  participant  voting 
instructions,  if  applicable,  and  that 
decision  represents  a  minority  position 
or  would  preclude  a  majority  vote,  the 
Plan  may  be  required,  at  the  election  of 
the  Fund,  to  withdraw  its  investment  in 
the  Fund,  and  no  charge  or  penalty  will 
be  imposed  as  a  result  of  such 
withdrawal.  The  responsibility  to  take 
remedial  action  in  the  event  of  a  Board 
determination  of  a  material 
irreconcilable  conflict  and  to  bear  the 
cost  of  such  remedial  action  will  be  a 
contractual  obligation  of  all  Participants 
under  their  participation  agreement 
with  a  Fund,  and  these  responsibilities 
will  be  carried  out  with  a  view  only  to 
the  interests  of  Variable  Contract  owners 
or,  as  applicable,  Plan  participants. 

For  purposes  of  this  Condition  4,  a 
majority  of  the  disinterested  directors/ 
trustees  of  the  Board  of  each  Fund  will 
determine  whether  or  not  any  proposed 
action  adequately  remedies  any  material 
irreconcilable  conflict,  but,  in  no  event, 
will  the  Fund  or  its  investment  adviser 
be  required  to  establish  a  new  funding 
vehicle  for  any  Variable  Contract  or 
Plan.  No  Participating  Insurance 
Company  will  be  required  by  this 
Condition  4  to  establish  a  new  funding 
vehicle  for  any  Variable  Contract  if  any 
offer  to  do  so  has  been  declined  by  vote 
of  a  majority  of  the  Contract  owners 
materially  and  adversely  affected  by  the 
material  irreconcilable  conflict.  Further, 
no  Plan  will  be  required  by  this 
Condition  4  to  establish  a  new  funding 
vehicle  for  the  Plan  if:  (a)  A  majority  of 
the  Plan  participants  materially  and 
adversely  affected  by.  the  irreconcilable 
material  conflict  vote  to  decline  such 
offer,  or  (b)  pursuant  to  documents 
governing  the  Plan,  the  Plan  trustee 
makes  such  decision  without  a  Plan 
participant  vote. 

5.  A  Board’s  determination  of  the 
existence  of  a  material  irreconcilable 
conflict  and  its  implications  will  be 
made  known  in  writing  promptly  to  all 
Participants. 

6.  Participating  Insurance  Companies 
will  provide  pass-through  voting 
privileges  to  all  Variable  Contract 
owners  whose  Contracts  are  issued 
through  registered  VLI  Accounts  or 
registered  VA  Accounts  for  as  long  as 
required  by  the  Act  as  interpreted  by  the 
Commission.  However,  as  to  Variable 
Contracts  issued  through  VA  Accounts 
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or  VLI  Accounts  not  registered  as 
investment  companies  under  the  Act, 
pass-through  voting  privileges  will  be 
extended  to  owners  of  such  Contracts  to 
the  extent  granted  by  the  Participating 
Insurance  Company.  Accordingly,  such 
Participating  Insurance  Companies, 
where  applicable,  will  vote  the  shares  of 
each  Fund  held  in  their  VLI  Accounts 
and  VA  Accounts  in  a  manner 
consistent  with  voting  instructions 
timely  received  from  Variable  Contract 
owners.  Participating  Insurance 
Companies  will  be  responsible  for 
assuring  that  each  of  their  VLI  and  VA 
Accounts  investing  in  a  Fund  calculates 
voting  privileges  in  a  manner  consistent 
with  all  other  Participating  Insurance 
Companies  investing  in  that  Fund. 

The  obligation  to  calculate  voting 
privileges  as  provided  in  this 
Application  shall  be  a  contractual 
obligation  of  all  Participating  Insurance 
Companies  under  their  participation 
agreement  with  the  Fund.  Each 
Participating  Insurance  Company  will 
vote  shares  of  each  Fund  held  in  its  VLI 
or  VA  Accounts  for  which  no  timely 
voting  instructions  are  received,  as  well 
as  shares  attributed  to  it,  in  the  same 
proportion  as  those  shares  for  which 
voting  instructions  are  received.  Each 
Plan  will  vote  as  required  by  applicable 
law,  governing  Plan  documents  and  as 
provided  in  this  application. 

7.  As  long  as  the  Act  requires  pass¬ 
through  voting  privileges  to  be  provided 
to  Variable  Contract  owners  or  the 
Commission  interprets  the  Act  to 
require  the  same,  a  Fund  investment 
adviser  (or  its  affiliates)  will  vote  their 
shares  of  the  Fund  in  the  same 
proportion  as  all  votes  cast  on  behalf  of 
all  Variable  Contract  owners  having 
voting  rights;  provided,  however,  that 
such  an  investment  adviser  (or  affiliates) 
shall  vote  its  shares  in  such  other 
manner  as  may  be  required  by  the 
Commission  or  its  staff. 

8.  Each  Fund  will  comply  with  all 
provisions  of  the  Act  requiring  voting  by 
shareholders  (which,  for  these  purposes, 
shall  be  the  persons  having  a  voting 
interest  in  its  shares),  and,  in  particular, 
the  Fund  will  either  provide  for  annual 
meetings  (except  to  the  extent  that  the 
Commission  may  interpret  Section  16  of 
the  Act  not  to  require  such  meetings)  or 
comply  with  Section  16(c)  of  the  Act 
(although  each  Fund  is  not,  or  will  not 
be,  one  of  those  trusts  of  the  type 
described  in  Section  16(c)  of  the  Act),  as 
well  as  with  Section  16(a)  of  the  Act 
and,  if  and  when  applicable,  Section 
16(b)  of  the  Act.  Further,  each  Fund  will 
act  in  accordance  with  the 
Commission’s  interpretations  of  the 
requirements  of  Section  16(a)  with 
respect  to  periodic  elections  of 


directors/trustees  and  with  whatever 
rules  the  Commission  may  promulgate 
thereto. 

9.  A  Fund  will  make  its  shares 
available  to  the  VLI  Accounts,  VA 
Accounts,  and  Plans  at  or  about  the  time 
it  accepts  any  seed  capital  from  its 
investment  adviser  (or  affiliates)  or  from 
a  general  account  of  a  Participating 
Insurance  Company. 

10.  Each  Fund  has  notified,  or  will 
notify,  all  Participants  that  disclosure 
regarding  potential  risks  of  mixed  and 
shared  funding  may  be  appropriate  in 
VLI  Account  and  VA  Account 
prospectuses  or  Plan  documents.  Each 
Fund  will  disclose,  in  its  prospectus 
that:  (a)  Shares  of  the  Fund  may  be 
offered  to  both  VA  Accounts  and  VLI 
Accounts  and,  if  applicable,  to  Plans,  (b) 
due  to  differences  in  tax  treatment  and 
other  considerations,  the  interests  of 
various  Variable  Contract  owners 
participating  in  the  Fund  and  the 
interests  of  Plan  participants  investing 
in  the  Fund,  if  applicable,  may  conflict, 
and  (c)  the  Fund’s  Board  will  monitor 
events  in  order  to  identify  the  existence 
of  any  material  irreconcilable  conflicts 
and  to  determine  what  action,  if  any, 
should  be  taken  in  response  to  any  such 
conflicts. 

11.  If  and  to  the  extent  Rule  6e-2  and 
Rule  6e-3(T)  under  the  Act  are 
amended,  or  Rule  6e-3  under  the  Act  is 
adopted,  to  provide  exemptive  relief 
from  any  provision  of  the  Act,  or  the 
rules  thereunder,  with  respect  to  mixed 
or  shared  funding,  on  terms  and 
conditions  materially  different  from  any 
exemptions  granted  in  the  order 
requested  in  this  Application,  then  each 
Fund  and/or  Participating  Insurance 
Companies,  as  appropriate,  shall  take 
such  steps  as  may  be  necessary  to 
comply  with  Rules  6e-2  or  6e-3(T),  as 
amended,  or  Rule  6e-3,  to  the  extent 
such  rules  are  applicable. 

12.  Each  Participant,  at  least  annually, 
shall  submit  to  the  Board  of  each  Fund 
such  reports,  materials  or  data  as  the 
Board  reasonably  may  request  so  that 
the  directors/trustees  of  the  Board  may 
fully  carry  out  the  obligations  imposed 
upon  the  Board  by  the  conditions 
contained  in  this  Application.  Such 
reports,  materials  and  data  shall  be 
submitted  more  frequently  if  deemed 
appropriate  by  the  Board  of  a  Fund.  The 
obligations  of  the  Participants  to 
provide  these  reports,  materials  and 
data  to  the  Board,  when  it  so  reasonably 
requests,  shall  be  a  contractual 
obligation  of  all  Participants  under  their 
participation  agreement  with  the  Fund. 

13.  All  reports  of  potential  or  existing 
conflicts  received  by  a  Board,  and  all 
Board  action  with  regard  to  determining 
the  existence  of  a  conflict,  notifying 


Participants  of  a  conflict  and 
determining  whether  any  proposed 
action  adequately  remedies  a  conflict, 
will  be  properly  recorded  in  the  minutes 
of  the  Board  or  other  appropriate 
records,  and  such  minutes  or  other 
records  shall  be  made  available  to  the 
Commission  upon  request. 

14.  Each  Fund  will  not  accept  a 
purchase  order  from  a  Qualified  Plan  if 
such  purchase  would  make  the  Plan  an 
owner  of  10  percent  or  more  of  the  net 
assets  of  the  Fund  unless  the  Plan 
executes  an  agreement  with  the  Fund 
governing  participation  in  the  Fund  that 
includes  the  conditions  set  forth  herein 
to  the  extent  applicable.  A  Plan  will 
execute  an  application  containing  an 
acknowledgement  of  this  condition  at 
the  time  of  its  initial  purchase  of  shares. 

Conclusion 

Applicants  submit,  for  all  the  reasons 
explained  above,  that  the  exemptions 
requested  are  appropriate  in  the  public 
interest  and  consistent  with  the 
protection  of  investors  and  the  purposes 
fairly  intended  by  the  policy  and 
provisions  of  the  1940  Act. 

For  the  Commission,  by  the  Division  of 
Investment  Management,  pursuant  to 
delegated  authority. 

Florence  E.  Hannon, 

Deputy  Secretary. 

[FR  Doc.  E9— 20599  Filed  8-26-09;  8:45  am) 
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Amendment  No.  1  and  Order  Granting 
Accelerated  Approval  of  a  Proposed 
Rule  Change,  as  Modified  by 
Amendment  No.  1,  Relating  to  the 
Electronic  Trading  of  Complex  Orders 

August  21,  2009. 

I.  Introduction 

On  July  9,  2009,  NYSE  Amex  LLC 
(“NYSE  Amex”  or  “Exchange”)  filed 
with  the  Securities  and  Exchange 
Commission  (“Commission”),  pursuant 
to  Section  19(b)(1)  of  the  Securities 
Exchange  Act  of  1934  (“Act”),1  and 
Rule  19b—4  thereunder,2  a  proposal  to 
adopt  rules  relating  to  the  electronic 
trading  of  complex  orders.  The 
proposed  rule  change  was  published  for 
comment  in  the  Federal  Register  on  July 


1 15  U.S.C.  78s(b)(l). 
2 17  CFR  240.19b— 4. 
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20,  2009. 3  NYSE  Amex  filed 
Amendment  No.  1  to  the  proposal  on 
August  19,  2009. 4  The  Commission 
received  no  comments  regarding  the 
proposed  rule  change.  This  order 
provides  notice  of  filing  of  Amendment 
No.  1  to  the  proposed  rule  change  and 
grants  accelerated  approval  to  the 
proposed  rule  change,  as  modified  by 
Amendment  No.  1. 

II.  Description  of  the  Proposal 

NYSE  Amex  proposes  to  adopt  NYSE 
Amex  Rule  980NY,  “Electronic 
Complex  Order  Trading,”  to  describe 
the  trading  of  Electronic  Complex 
Orders  on  NYSE  Amex.  Electronic 
Complex  Orders  include  any  Complex 
Order,  as  defined  in  NYSE  Amex  Rule 
900.3NY(e),  and  any  Stock/option 
Order,  as  defined  in  NYSE  Amex  Rule 
9003. NY(h),  that  is  entered  into  the 
NYSE  Amex  system.5  The  definition  of 
Complex  Order  is  consistent  with  the 
definition  of  complex  trade  used  for 
purposes  of  the  Plan  For  the  Purpose  of 
Creating  and  Operating  an  Intermarket 
Option  Linkage  (“Linkage  Plan”)  in 
connection  with  the  Linkage  Plan’s 
exemption  from  trade-through  liability 
for  complex  trades.  Accordingly,  the 
individual  legs  of  an  Electronic 
Complex  Order  may  be  executed  at 
prices  outside  the  National  Best  Bid  or 
Offer,  although  no  leg  of  an  Electronic 
Complex  Order  will  be  executed  at  a 
price  outside  of  the  NYSE  Amex  best 
bid  or  offer  for  that  leg.6 


3  See  Securities  Exchange  Act  Release  No.  60297 
(July  13,  2009),  74  FR  35223. 

4  Amendment  No.  1  modifies  the  text  of  the 
proposed  rule  to  add  to  NYSE  Amex  Rule 
980NY(c)(i)  a  reference  to  “quotes”  that  was 
omitted  erroneously,  and  to  replace  an  incorrect 
cross-reference  in  NYSE  Amex  Rule  980NY(c)(ii) 
with  a  reference  to  executions  “against  such  new 
order(s)  or  quote(s)”  to  describe  the  execution  of 
resting  Electronic  Complex  Orders.  The  revision  to 
NYSE  Amex  Rule  980NY(c)(ii)  harmonizes  the  rule 
text  with  the  description  provided  in  the  purpose 
section  of  the  proposal. 

5  See  NYSE  Amex  Rule  980NY.  NYSE  Amex  Rule 
900.3NY(e)  defines  a  Complex  Order  as  “any  order 
involving  the  simultaneous  purchase  and/or  sale  of 
two  or  more  different  option  series  in  the  same 
underlying  security,  for  the  same  account,  in  a  ratio 
that  is  equal  to  or  greater  than  one-to-three  (.333) ' 
and  less  than  or  equal  to  three-to-one  (3.00)  and  for 
the  purpose  of  executing  a  particular  investment 
strategy.”  NYSE  Rule  900.3NY(h)  defines  a  Stock/ 
option  Order  as  “an  order  to  buy  or  sell  a  stated 
number  of  units  of  an  underlying  stock  or  a  security 
convertible  into  the  underlying  stock  (“convertible 
security”)  coupled  with  the  purchase  or  sale  of 
option  contract(s)  on  the  opposite  side  of  the  market 
representing  either  (A)  the  same  number  of  units  of 
the  underlying  stock  or  convertible  security,  or  (B) 
the  number  of  units  of  the  underlying  stock 
necessary  to  create  a  delta  neutral  position,  but  in 
no  case  in  a  ratio  greater  them  8  option  contracts  per 
unit  of  trading  of  the  underlying  stock  or 
convertible  security  established  for  that  series  by 
the  Clearing  Corporation.” 

6  See  NYSE  Amex  Rule  980NY(c). 


An  Electronic  Complex  Order  entered 
into  the  NYSE  Amex  system  is  routed  to 
the  Complex  Matching  Engine  (“CME”) 
for  possible  execution  against  other 
Electronic  Complex  Orders  or  against 
individual  quotes  and  orders  in  the 
Consolidated  Book.7  Electronic 
Complex  Orders  that  are  not  executed 
immediately  by  the  CME  are  routed  to 
the  Consolidated  Book.8  Electronic 
Complex  Orders  in  the  Consolidated 
Book  are  ranked  in  price/time  priority 
based  on  the  total  net  debit  or  credit 
price  for  the  order  and  the  time  of  order 
entry,  provided  that  customer  Electronic 
Complex  Orders  are  ranked  ahead  of 
non-customer  Complex  Orders  at  the 
same  price.9 

The  CME  will  automatically  execute 
an  incoming  marketable  Electronic 
Complex  Order  against  an  Electronic 
Complex  Order  in  the  Consolidated 
Book  or,  if  the  incoming  order  is  not 
marketable  against  another  Electronic 
Complex  Order,  against  individual 
orders  or  quotes  in  the  Consolidated 
Book  that  can  fill  the  incoming  order  in 
full  or  in  a  permissible  ratio.10 
Notwithstanding  the  foregoing, 
individual  Customer  orders  in  the 
Consolidated  Book  that  could  fill  an 
incoming  Electronic  Complex  Order  in 
full,  or  in  a  permissible  ratio,  would 
have  priority  over  an  Electronic 
Complex  Order  in  the  Consolidated 
Book  at  the  same  price.11 

Non-marketable  Electronic  Complex 
Orders  will  rest  in  the  Consolidated 
Book.  The  CME  will  monitor  interest  in 
the  leg  markets,  and  will  execute  a 
resting  Electronic  Complex  Order 
against  new  order(s)  or  quote(s)  entered 
into  the  Consolidated  Book  if  the  new 
order(s)  or  quote(s)  can  execute  the 
resting  Electronic  Complex  Order  in  full 
or  in  a  permissible  ratio.12 

NYSE  Amex  market  participants  will 
be  able  to  view  Electronic  Complex 
Orders  in  the  Consolidated  Book  via  an 
electronic  interface  and  may  submit 
Electronic  Complex  Orders  to  the  CME 
to  trade  against  orders  in  the 
Consolidated  Book.13  A  Specialist  will 
not  have  a  guaranteed  allocation  when 
an  Electronic  Complex  Order  executes 
against  either  the  Specialist’s  Electronic 
Complex  Order  or  its  interest  in  the  leg 
market.14 

Electronic  Complex  Orders  may  be 
executed  in  one-cent  increments 


7  See  NYSE  Amex  Rule  980NY(a). 

BId. 

9  See  NYSE  Amex  Rule  980NY(b). 

10  See  NYSE  Amex  Rule  980NY(c)(i). 

“itf. 

12  See  NYSE  Amex  Rule  980NY(c)(ii). 

13  See  NYSE  Amex  Rule  980NY(c)(iii). 

14  See  NYSE  Amex  Rules  980NY(c)(i)  and  (iii). 


regardless  of  the  minimum  price 
variation  otherwise  applicable  to  the 
individual  legs  of  the  order.15  In 
addition,  the  price  of  at  least  one  leg  of 
an  Electronic  Complex  Order  must  trade 
at  a  price  that  is  better  than  the 
corresponding  price  of  all  customer  bids 
or  offers  in  the  Consolidated  Book  for 
the  same  series  by  at  least  one  standard 
trading  increment,  as  defined  in  NYSE 
Amex  Rule  960NY.16 

Stock/option  Orders  with  one  options 
leg  that  are  submitted  to  the  CME  will 
trade  in  the  following  sequence:  (1) 
Against  other  Stock/option  Orders  in 
the  Consolidated  Book,  using  public 
customer  priority  and  then  time 
priority;  (2)  against  individual  orders  or 
quotes,  provided  that  the  Stock/option 
Order  can  be  executed  in  full  or  in  a 
permissible  ratio;  and  (3)  against  orders 
or  quotes  submitted  by  market 
participants.17  Notwithstanding  these 
priority  provisions,  the  option  leg  of  a 
Stock/option  Order  will  not  be  executed 
at  NYSE  Amex’s  best  bid  or  offer  in  that 
series  if  one  or  more  public  customer 
orders  are  resting  at  that  price  unless  the 
options  leg  trades  with  such  public 
customer  order(s).18  A  Stock/option 
Order  with  more  than  one  options  leg 
will  be  handled  in  the  same  manner  as 
a  Stock/option  Order  with  a  single 
option  leg,  except  that  the  requirement 
to  trade  with  existing  public  customer 
interest  at  NYSE  Amex’s  best  bid  or 
offer  will  apply  only  if  there  are  public 
customer  orders  at  NYSE  Amex’s  best 
bid  or  offer  for  each  of  the  legs  of  the 
order.19 

III.  Discussion 

After  careful  review,  the  Commission 
finds  that  the  proposed  rule  change,  as 
amended,  is  consistent  with  the 
requirements  of  the  Act  and  the  rules 
and  regulations  thereunder  applicable  to 
a  national  securities  exchange.20  In 
particular,  the  Commission  finds  that 
the  proposal,  as  amended,  is  consistent 
with  Section  6(b)(5)  of  the  Act,21  which 
requires,  in  part,  that  the  rules  of  a 
national  securities  exchange  be 
designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  to  and 


15  See  NYSE  Amex  Rule  980NY,  Commentary  .01. 

16  See  NYSE  Amex  Rule  980NY,  Commentary  .02. 

17  See  NYSE  Amex  Rule  980NY,  Commentary 
.03(c). ^ 

18  See  NYSE  Amex  Rule  980NY,  Commentary 
.03(b). 

19  See  NYSE  Amex  Rule  980NY,  Commentary 
.03(d). 

20  In  approving  the  proposed  rule  change,  the 
Commission  has  considered  the  proposed  rule’s 
impact  on  efficiency,  competition,  and  capital 
formation.  See  15  U.S.C.  78c(f). 

21 15  U.S.C.  78f(b)(5). 
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perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest. 

As  discussed  above,  all  NYSE  Amex 
market  participants  will  be  able  to  view 
Electronic  Complex  Orders  in  the 
Consolidated  Book  and  submit 
Electronic  Complex  Orders  to  the  CME 
to  trade  against  orders  in  the 
Consolidated  Book.  Accordingly,  the 
Commission  believes  that  the  proposal 
could  increase  the  transparency  of 
Electronic  Complex  Orders  and 
facilitate  their  execution. 

The  proposal  provides  customer 
Electronic  Complex  Orders  with  priority 
over  non-customer  Electronic  Complex 
Orders  at  the  same  price,22  and  also 
preserves  the  priority  of  customer  orders 
in  the  individual  leg  markets.  In  this 
regard,  if  individual  customer  orders  in 
the  Consolidated  Book  can  execute  an 
incoming  Electronic  Complex  Order  in 
full,  or  in  a  permissible  ratio,  at  the 
same  total  net  debit  or  credit  as  an 
Electronic  Complex  Order  in  the 
Consolidated  Book,  the  individual 
customer  orders  will  have  priority.23 
Further,  when  an  Electronic  Complex 
Order  is  executed,  the  price  of  at  least 
one  leg  of  the  order  must  trade  at  a  price 
that  is  better  than  the  corresponding 
price  of  all  customer  bids  or  offers  in  the 
Consolidated  Book  for  that  series  by  at 
least  one  standard  trading  increment.24 

The  Commission  believes  that  it  is 
reasonable  and  consistent  with  the  Act 
for  NYSE  Amex  not  to  provide  a 
guaranteed  allocation  to  Specialists,  as 
described  above,  because  Specialists  do 
not  have  quoting  obligations  for 
complex  strategies. 

Finally,  the  Commission  believes  that 
the  proposal  could  facilitate  the 
execution  of  stock-option  orders  on  the 
Amex  by  providing  for  the  electronic 
handling  and  execution  of  these  orders, 
which  currently  must  be  handled 
manually.  The  Commission  notes  that 
proposal  provides  for  the  execution  of 
stock-option  orders  submitted  to  the 
CME  in  a  manner  that  is  consistent  with 
the  Amex’s  existing  priority  rules  for 
stock-option  orders,  which  provide  the 
options  leg  of  a  stock-option  order  with 
priority  over  bids  (offers)  in  the  trading 
crowd  at  the  same  price,  but  not  over 
public  customer  orders  in  the 
Consolidated  Book.25  Accordingly,  the 


22  See  NYSE  Amex  Rule  980NY(b). 

23  See  NYSE  Amex  Rule  980NY(c)(i). 

24  See  NYSE  Amex  Rule  980NY,  Commentary  .02. 

25  See  NYSE  Amex  Rule  963NY(d).  The 
Commission  notes  that  the  proposed  rules 
governing  the  handling  of  Stock/option  Orders  are 
substantially  similar  to  rules  adopted  by  the 
Chicago  Board  Options  Exchange,  Incorporated, 
which  the  Commission  reviewed  previously.  See 


Commission  finds  that  the  NYSE  Amex 
rules  concerning  the  execution  of  Stock/ 
option  Orders  submitted  to  the  CME  are 
consistent  with  the  Act. 

IV.  Accelerated  Approval  of  Proposed 
Rule  Change,  as  Modified  by 
Amendment  No.  1 

The  Commission  finds  good  cause  to 
approve  the  proposed  rule  change,  as 
modified  by  Amendment  No.  1,  prior  to 
the  thirtieth  day  after  publication  for 
comment  in  the  Federal  Register. 
Amendment  No.  1,  which  inserts  a 
reference  to  “quotes”  that  was  omitted 
•  erroneously  and  replaces  an  incorrect 
cross-reference  in  the  proposed  rule 
text,  help  to  clarify  the  proposed  rule 
change  and  do  not  differ  materially  from 
the  proposal  as  published  in  the  Federal 
Register  on  July  19,  2009.  Accordingly, 
the  Commission  finds  good  cause, 
consistent  with  Section  19(b)(2)  of  the 
Act,26  to  approve  the  proposed  rule 
change,  as  modified  by  Amendment  No. 
1,  on  an  accelerated  basis. 

V.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
'submit  written  data,  views,  and 
arguments  concerning  Amendment  No. 

1,  including  whether  Amendment  No.  1 
is  consistent  with  the  Act.  Comments 
may  be  submitted  by  any  of  the 
following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  ( http://www.sec.gov/ 
rules/ sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEAmex-2009-42  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEAmex-2009-42.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 


CBOE  Rule  6.53C,  Commentary  .06.  See  also 
Securities  Exchange  Act  Release  Nos.  56903 
(December  5,  2007),  72  FR  70356  (December  11, 
2007)  (File  No.  SR-CBOE-2007-68)  (order 
approving  rules  relating  to  the  electronic  handling 
and  execution  of  stock-option  orders);  and  59585 
(March  17,  2009),  74  FR  12416  (March  24,  2009) 
(File  No.  SR-CBOE-2009-017)  (notice  of  filing  and 
immediate  effectiveness  of  rules  allowing 
conversions  and  reversals  to  be  routed  to  the 
electronic  complex  order  book). 

26 15  U.S.C.  78s(b)(2). 


post  all  comments  on  the  Commission’s 
Internet  Web  site  ( http://www.sec.gov/ 
rules/ sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  the  filing  also  will  be  available 
for  inspection  and  copying  at  the 
principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly. 

All  submissions  should  refer  to  File 
Number  SR-NYSEAmex-2009-42  and 
should  be  submitted  on  or  before 
September  17,  2009. 

VI.  Conclusion 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,27  that  the 
proposed  rule  change  (SR-NYSEAmex- 
2009-42),  as  modified  by  Amendment 
No.  1,  is  approved  on  an  accelerated 
basis. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.28 
Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  E9— 20654  Filed  8-26-09;  8:45  am] 
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27 15  U.S.C.  78s(b)(2). 

28 17  CFR  200.30-3(a)(12). 
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“Act”) 1  and  Rule  19b-4  2  thereunder, 
notice  is  hereby  given  that  on  August 
18,  2009,  the  Chicago  Board  Options 
Exchange,  Incorporated  (“Exchange”  or 
“CBOE”)  filed  with  the  Securities  and 
Exchange  Commission  (the 
“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been  prepared 
by  the  Exchange.  The  Exchange  filed  the 
proposal  as  a  “non-controversial” 
proposed  rule  change  pursuant  to 
Section  19(b)(3)(A)(iii)  of  the  Act3  and 
Rule  19b— 4(f)(6)  thereunder.4  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

CBOE  proposes  to  amend  Rule 
24.1(i)(2)  by  clarifying  the  definition  of 
“industry  index”  and  “narrow-based- 
index”  to  include  indices  having 
component  securities  that  are  all 
headquartered  within  a  single  country. 
The  text  of  the  rule  proposal  is  available 
on  the  Exchange’s  Web  site  [http:// 
www.cboe.org/legal ),  at  the  Exchange’s 
Office  of  the  Secretary  and  at  the 
Commission. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  it’s  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  those  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  Exchange  has  prepared  summaries, 
set  forth  in  sections  A,  B,  and  C  below, 
of  the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

This  proposed  rule  change  is  based  on 
a  filing  previously  submitted  by 
NASDAQ  OMX  PHLX,  In»(“PHLX”) 
that  was  effective  on  filing.5 

CBOE  proposes  to  amend  Rule 
24.1(i)(2),  which  defines  the  terms 


1 15  U.S.C.  78s(b)(l). 

2 17  CFR  240.19b— 4. 

3 15  U.S.C.  78s(b)(3)(A)(iii). 

4 17  CFR  240.19b-4(f)(6). 

5  See  Exchange  Act  Release  No.  60150  (June  19, 

2009),  74  FR  30658  (June  26,  2009)  (SR-Phlx-2009- 

35). 


“industry  index”  and  “narrow-based 
index”  to  mean  “an  index  designed  to 
be  representative  of  a  particular 
industry  or  a  group  of  related 
industries,”  to  also  accommodate  an 
index  having  component  securities  that 
are  all  headquartered  within  a  single 
country  to  be  listed  as  a  narrow-based 
index  pursuant  to  Exchange  rules.  This 
would  enable  options  based  on  an 
index,  including  companies  all 
headquartered  within  a  single  country, 
to  be  rightfully  considered  as  a  generic 
narrow-based  index  for  purposes  of 
listing  on  the  Exchange  and  trading. 

The  listing  and  trading  of  index 
options  on  the  Exchange  is  generally 
conditioned  on  the  ability  to  meet  the 
rule  requirements  for  narrow-based, 
micro-narrow  based  and  broad  based 
indices.6  More  particularly  regarding 
narrowrbased  indices,  Rule  24.2(b) 
states  that  the  Exchange  may  trade 
options  on  an  underlying  index 
pursuant  to  Rule  19b— 4(e)  of  the  Act 7 
where  all  of  the  conditions  noted  are 
satisfied.8  Indeed,  the  Exchange  has, 
and  continues  to,  list  and  trade  options 
on  narrow-based  indices  based  on 
industries  or  a  group  of  related 
industries  that  are  located  within 
various  countries.  These  options  are 
traded  pursuant  to  the  Exchange’s  index 
option  trading  rules.9 

With  the  Exchange’s  interpretation  of 
Rule  24.1(i)(2)  as  discussed  herein,  the 
Exchange  proposes  to  list  and  trade 
options,  pursuant  to  Rule  24.2(b),  on  an 
index(es)  that  has  component  securities, 
which  are  all  headquartered  within  a 
single  country.  The  Exchange  represents 
that,  in  all  other  material  aspects,  the 
underlying  narrow-based  index  would 
be  required  to  satisfy  all  other 
requirements  for  generic  listing  and 
trading  pursuant  to  Rule  24.2(b)  and 


6  Broad-based  (or  market)  and  micro  narrow- 
based  indices,  which  are  not  at  issue  in  this  filing, 
are  defined  in  Rule  24.1(i)(l)  and  24.1(i)(3). 

7  The  International  Securities  Exchange  and 
PHLX  have  the  same  ability  pursuant  to  their  own 
rules. 

8  These  include  the  index  is  capitalization- 
weighted,  price-weighted,  modified  capitalization- 
weighted  or  equal  dollar-weighted,  and  consists  of 
ten  or  more  component  securities;  each  component 
security  has  a  market  capitalization  of  at  least  $75 
million,  except  that  for  each  of  the  lowest  weighted 
component  securities  in  the  index  that  in  the 
aggregate  account  for  no  more  than  10%  of  the 
weight  of  the  index;  the  market  capitalization  is  at 
least  $50  million;  and  trading  volume  of  each 
component  security  has  been  at  least  one  million 
shares  for  each  of  the  last  six  months,  except  that 
for  each  of  the  lowest  weighted  component 
securities  in  the  index  that  in  the  aggregate  account 
for  no  more  than  10%  of  the  weight  of  the  index, 
trading  volume  has  been  at  least  500,000  shares  for 
each  of  the  last  six  months.  See  Rule  24.2(b)(1)— (12) 
or  all  of  the  conditions  [sic], 

9  See  Chapter  XXTV  (index  options  trading  rules). 
See  also  Chapters  I  through  XIX  (general  options 
trading  rules). 


options  on  such  indices  would  be 
traded  pursuant  to  the  Exchange’s 
trading  rules.10  The  proposed  rule 
change  simply  seeks  to  clarify  that  the 
generic  listing  and  trading  standards 
would  cover  an  index  that  otherwise 
qualifies  as  a  “narrow-based  index,” 
with  the  exception  that  the  component 
securities  of  the  index  are  all 
headquartered  within  a  single  country. 

The  Exchange  represents  that  its 
existing  surveillance  procedures 
applicable  to  trading  in  options  will  be 
adequate  to  properly  monitor  the 
trading  in  options  on  these  narrow- 
based  indices. 

2.  Statutory  Basis 

The  Exchange  believes  the  proposed 
rule  change  is  consistent  with  the  Act 11 
and  the  rules  and  regulations 
thereunder  and,  in  particular,  the 
requirements  of  Section  6(b)  of  the 
Act.12  Specifically,  the  Exchange 
believes  the  proposed  rule  change  is 
consistent  with  the  Section  6(b)(5) 13 
requirements  that  the  rules  of  an 
exchange  be  designed  to  promote  just 
and  equitable  principles  of  trade,  to 
prevent  fraudulent  and  manipulative 
acts,  to  remove  impediments  to  and  to 
perfect  the  mechanism  for  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest  by 
clarifying  the  term  “narrow-based 
index”  also  accommodates  an  index 
having  component  securities  that  are  all 
headquartered  within  a  single  country. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

CBOE  does  not  believe  that  the 
proposed  rule  change  will  impose  any 
burden  on  competition  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 


10  See  id.  The  trading  rules  include,  among  other 
things,  position  limits,  exercise  limits  and  terms  of 
options  contracts  (Rules  24.4A,  24.5  and  24.9).  See 
also  Securities  Exchange  Act  Release  No.  4052  (July 
18,  2000),  65  FR  45805  (July  25,  2000)  (SR-CBOE- 
00-16)  (order  approving  narrow-based  index 
options  position  limit  increase  to  18,000,  24,000 
and  31,500  contracts). 

11 15  U.S.C.  78f(b)(l).  [sic] 

12 15  U.S.C.  78f(b). 

13 15  U.S.C.  78f(b)(5). 
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III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  proposed  rule 
does  not  (i)  significantly  affect  the 
protection  of  investors  or  the  public 
interest;  (ii)  impose  any  significant 
burden  on  competition;  and  (iii)  become 
operative  for  30  days  from  the  date  on 
which  it  was  filed,  or  such  shorter  time 
as  the  Commission  may  designate  if 
consistent  with  the  protection  of 
investors  and  the  public  interest, 
provided  that  the  self-regulatory 
organization  has  given  the  Commission 
written  notice  of  its  intent  to  file  the 
proposed  rule  change  at  least  five 
business  days  prior  to  the  date  of  filing 
of  the  proposed  rule  change  or  such 
shorter  time  as  designated  by  the 
Commission,  the  proposed  rule  change 
has  become  effective  pursuant  to 
Section  19(b)(3)(A)  of  the  Act 14  and 
Rule  19b-4(f)(6)  thereunder.15  At  any 
time  within  60  days  of  the  filing  of  such 
proposed  rule  change,  the  Commission 
may  summarily  abrogate  such  rule 
change  if  it  appears  to  the  Commission 
that  such  action  is  necessary  or 
appropriate  in  the  public  interest,  for 
the  protection  of  investors,  or  otherwise 
in  furtherance  of  the  purposes  of  the 
Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  (http://www.sec.gov/ 
rules/ sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-CBOE-2009-061  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-CBOE-2009-061.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 


14 15  U.S.C.  78s(b)(3)(A). 

15 17  CFR  240.19b— 4(f)(6).  CBOE  has  satisfied  the 
five  business-day  prefiling  requirement. 


post  all  comments  on  the  Commission’s 
Internet  Web  site  ( http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  such  filing  also  will  be  - 
available  for  inspection  and  copying  at 
the  principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  publicly  available.  All 
submissions  should  refer  to  File 
Number  SR-CBOE-2009-061  and 
should  be  submitted  on  or  before 
September  17,  2009. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.16 
Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  E9— 20656  Filed  8-2&-09;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-60555;  File  No.  SR-CBOE- 
2009-039] 

Self-Regulatory  Organizations; 
Chicago  Board  Options  Exchange, 
Incorporated;  Order  Approving 
Proposed  Rule  Change,  as  Modified  by 
Amendment  No.  1,  To  Extend  the  Delta 
Hedging  Exemption  From  Equity 
Options  Position  Limits  to  Customers 

August  21,  2009. 

On  June  19,  2009,  the  Chicago  Board 
Options  Exchange,  Incorporated 
(“Exchange”  or  “CBOE”)  filed  with  the 
Securities  and  Exchange  Commission 
(“Commission”),  pursuant  to  Section 
19(b)(1)  of  the  Securities  Exchange  Act 
of  1934  (“Act”) 1  and  Rule  19b— 4 
thereunder,2  a  proposed  rule  change  to 
extend  the  delta  hedging  exemption 


16 17  CFR  200.30-3(a)(12). 
1 15  U.S.C.  78s(b)(l). 

2  17  CFR  240.19b-4. 


from  equity  option  position  limits  to 
positions  of  customers  who  hedge  those 
positions  in  accordance  with  a  pricing 
model  maintained  and  operated  by  The 
Options  Clearing  Corporation  (“OCC”). 
On  July  8,  2009,  CBOE  filed 
Amendment  No.  1  to  the  proposed  rule 
change.  The  proposed  rule  change  was 
published  for  comment  in  the  Federal 
Register  on  July  17,  2009. 3  The 
Commission  received  no  comment 
letters  on  the  proposal.  This  order 
approves  the  proposed  rule  change,  as 
modified  by  Amendment  No.  1. 

In  December  2007,  the  Commission 
approved  a  CBOE  proposal  to  create  an 
exemption  from  position  and  exercise 
limits  4  applicable  to  equity  options 
(stock  options  and  options  on  exchange- 
traded  funds)  for  positions  held  by 
CBOE  members  and  certain  non¬ 
member  affiliates  that  are  “delta 
neutral”  5  under  a  “permitted  pricing  • 
model”6  (“Exemption”).7  When  a 
position  is  not  delta  neutral,  only  the 
option  contract  equivalent  of  the  ngt 
delta  8  of  the  position  remains  subject  to 
the  position  limits  in  Rule  4. 11. 9 


3  See  Securities  Exchange  Act  Release  No.  60271 
(July  9,  2009),  74  FR  34842. 

4  Rule  4.12  establishes  exercise  limits  for  an 
option  at  the  same  level  as  the  option's  position 
limit  under  Rule  4.11. 

5  The  term  “delta  neutral”  is  defined  in  Rule 
4.11.04(c)(A)  as  referring  to  an  equity  option 
position  that  is  hedged,  in  accordance  with  a 
permitted  pricing  model,  by  a  position  in  the 
underlying  security  or  one  or  more  instruments 
relating  to  the  underlying  security,  for  the  purpose 
of  offsetting  the  risk  that  the  value  of  the  option 
position  will  change  with  incremental  changes  in 
the  price  of  the  security  underlying  the  option 
position. 

6Under  Rule  4.11.04(c)(C),  "permitted  pricing 
model”  for  purposes  of  the  Exemption  is  a  pricing 
model:  (1)  Maintained  and  operated  by  the  OCC 
(“OCC  Model”);  (2)  maintained  and  used  by  a 
member  or  its  non-member  affiliate  subject  to 
consolidated  supervision  by  the  Commission 
pursuant  to  Appendix  E  of  Rule  15c3-l,  17  CFR 
240.15c3-l,  under  the  Act;  (3)  maintained  and  used 
by  a  financial  holding  company  ("FHC”)  or  a 
company  treated  as  an  FHC  under  the  Bank  Holding 
Company  Act  of  1956,  or  its  affiliate  subject  to 
consolidated  holding  company  group  supervision;  - 
(4)  maintained  and  used  by  a  Commission- 
registered  OTC  derivatives  dealer;  or  (5)  used  by  a 
national  bank  under  the  National  Bank  Act.  See 
Rule  4.11.04(c)(C). 

7  See  Securities  Exchange  Act  Release  No.  56970 
(December  14,  2007),  72  FR  72428  (December  20, 
2007)  (SR-CBOE-2007-99)  (“Exemption  Approval 
Order”). 

8  “Net  delta”  means,  at  any  time,' the  number  of 
shares  (either  long  or  short)  required  to  offset  the 
risk  that  the  value  of  an  equity  option  position  will 
change  with  incremental  changes  in  the  price  of  the 
security  underlying  the  option  position.  “Options 
contract  equivalent  of  the  net  delta”  means  the  net 
delta  divided  by  the  number  of  shares  underlying 
the  options  contract.  See  Rule  4.11.04(c)(B). 

9  The  Commission  notes  that  CBOE  Rule  4.11.04 
provides  for  multiple,  independent  hedge 
exemptions.  Of  course,  to  the  extent  that  a  position 
is  used  to  hedge  for  the  purpose  of  one  exemption 
from  position  limit  requirements,  such  as  the  delta 

Continued 
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CBOE  now  proposes  to  amend  Rule 
4.11.04(c)  to  extend  the  Exemption  to 
positions  of  customers  of  members. 
Under  the  proposal,  to  avail  themselves 
of  the  Exemption,  such  customers 
would  be  able  to  hedge  their  positions 
only  in  accordance  with  the  OCC 
Model. 

In  connection  with  this  amendment, 
CBOE  proposes  to  add  new 
subparagraph  (4)  to  Rule  4.11.04(c)(E)  to 
set  forth  the  obligations  of  a  member 
carrying  an  account  that  includes  an 
equity  option  position  for  a  customer 
who  intends  to  rely  on  the  Exemption. 
Specifically,  the  member  would  be 
required  to  obtain  from  the  customer  a 
written  certification  to  the  Exchange 
that  the  customer  is  using  the  OCQ 
Model.  In  addition,  the  member  would 
be  required  to  obtain  from  the  customer 
a  written  statement  confirming  that  such 
customer:  (a)  Is  relying  on  the 
Exemption;  (b)  will  use  only  the  OCC 
Model  for  purposes  of  calculating  the 
net  delta  of  the  customer’s  option 
positions  for  purposes  of  the  Exemption; 
(c)  will  promptly  notify  the  member  if 
the  customer  ceases  to  rely  on  the 
Exemption;  and  (d)  in  connection  with 
using  the  OCC  Model,  has  duly 
executed  and  delivered  to  the  Exchange 
such  documents  as  the  Exchange  may 
require  to  be  executed  and  delivered  to 
the  Exchange  as  a  condition  to  reliance 
on  the  Exemption. 

As  under  tne  current  Exemption,  each 
member  that  holds  or  carries  an  account 
that  relies  on  the  Exemption  is  required 
to  report,  in  accordance  with  Rule 
4. 13, 10  all  equity  option  positions 
(including  those  that  are  delta  neutral) 
that  are  reportable  under  that  rule,  and 
also  is  required  to  report  on  its  own 
behalf  or  on  behalf  of  a  designated 
aggregation  unit 11  the  net  delta  and  the 
options  contract  equivalent  of  the  net 
delta  of  such  positions  for  each  account 
that  holds  an  equity  option  position 
subject  to  the  delta  hedging  exemption 
in  excess  of  the  levels  specified  in  Rule 


hedge  exemption,  such  position  cannot  be  used  to 
take  advantage  of  another  exemption  from  position 
limit  requirements.  See  Exemption  Approval  Order, 
supra  note  7,  at  note  11. 

10 Rule  4.13  requires,  among  other  things,  that 
members  report  to  the  Exchange  aggregate  long  or 
short  positions  on  the  same  side  of  the  market  of 
200  or  more  contracts  of  any  single  class  of  options 
contracts  dealt  in  on  the  Exchange. 

11  See  Rule  4.11.04(c)(D),  which  provides,  under 
certain  conditions,  that  the  net  delta  of  an  options 
position  held  by  an  entity  entitled  to  rely  on  the 
exemption  could  be  calculated  without  regard  to 
positions  in  or  relating  to  the  security  underlying 
the  option  position  held  by  an  affiliated  entity  or 
another  trading  unit  within  the  same  entity, 
provided  that,  among  other  things,  no  control 
relationship  exists  between  such  affiliates  or  trading 
units  and  the  entity  has  designated  in  writing  in 
advance  the  affiliates  or  trading  units  that  are  to  be 
considered  separate  and  distinct  from  each  other. 


4. 11. 12  Members  carrying  a  customer 
account  that  relies  on  the  Exemption 
would  be  subject  to  this  requirement. 

In  addition,  the  Exchange  proposes  to 
amend  Rule  4.11.04(c)(G)  governing 
records  so  that  it  extends  to  members 
carrying  customer  accounts.  Each 
member  relying  on  the  Exemption 
would  be  required  to  retain,  and 
undertake  reasonable  efforts  to  ensure 
that  its  customers  relying  on  the 
Exemption  retain,  a  list  of  the  options, 
securities,  and  other  instruments 
underlying  each  option  position  net 
delta  calculation  reported  to  the 
Exchange;  and  to  produce  such 
information  to  the  Exchange  upon 
request.13 

The  Commission  finds  that  the 
proposed  rule  change  is  consistent  with 
the  requirements  of  the  Act  and  the 
rules  and  regulations  thereunder  that 
are  applicable  to  a  national  securities 
exchange.14  In  particular,  the 
Commission  believes  that  the  proposed 
rule  change  is  consistent  with  Section 
6(b)(5)  of  the  Act,15  which  requires, 
among  other  things,  that  CBOE  rules  be 
designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest. 

In  approving  the  current  Exemption, 
the  Commission  noted  its  previous 
statement  in  support  of  recognizing 
options  positions  hedged  on  a  delta 
neutral  basis  as  properly  exempted  from 
position  limits.16  The  Commission 
believes  that  it  is  appropriate  and 
consistent  with  the  Act  to  extend  the 
current  Exemption  to  customers. 

The  Commission  notes  that  the 
Exchange  has  added  provisions  to  Rule 
4.11.04(c)(E)(4),  specifically  with 
respect  to  customers  that  seek  to  rely  on 
the  Exemption,  that  obligate  members 
carrying  accounts  for  those  customers  to 
obtain  from  them  certain  certifications 
and  assurances  as  described  above, 
including  a  written  statement  to  the 
Exchange  that  the  customer  has  duly 
executed  and  delivered  to  the  member 
such  documents  as  the  Exchange  may 


12  See  Rule  4.11. 04(c)(F). 

13  See  Rule  4.11.04(c)(G). 

14  In  approving  this  rule,  the  Commission  notes 
that  it  has  considered  the  proposed  rule’s  impact  on 

-  efficiency,  competition,  and  capital  formation.  See 
15  U.S.C.  78c(f). 

15 15  U.S.C.  78f(b)(5). 

16  See  Securities  Exchange  Act  Release  No.  40594 
(October  23, 1998),  63  FR  59362,  59360  (November 
3, 1998)  (File  No.  S7-30— 97)  (adopting  rules 
relating  to  OTC  derivatives  dealers),  cited  in 
Exemption  Approval  Order,  supra  note  7.. 


require  to  be  executed  and  delivered  to 
it. 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,17  that  the 
proposed  rule  change  (SR-CBOE-2009- 
039),  as  modified  by  Amendment  No.  1, 
be,  and  it  hereby  is,  approved. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.18 
Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  E9-20655  Filed  8-26-09;  8:45  am] 
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COMMISSION 

Sunshine  Act  Meeting 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  Government  in  the 
Sunshine  Act,  Public  Law  94—409,  that 
the  Securities  and  Exchange 
Commission  will  hold  a  Joint  Open 
Meeting  with  the  Commodity  Futures 
Trading  Commission  to  seek  input  from 
the  public  on  harmonization  of  market 
regulation  on  September  2,  2009  from  9 
a.m.  until  5  p.m.  at  the  CFTC  and  on 
September  3,  2009  from  9  a.m.  until 
12:30  p.m.  at  the  SEC. 

The  Joint  Open  Meeting  will  take 
place  on  September  2,  2009  at  the 
CFTC’s  headquarters  at  Three  Lafayette 
Centre,  1155  21st  Street,  NW.,  Lobby 
Level  Hearing  Room  (Room  1000), 
Washington,  DC  20581  and  on 
September  3,  2009  at  the  SEC’s 
headquarters  at  100  F  Street,  NE., 
Auditorium  (Room  L-002),  Washington, 
DC  20549.  The  Joint  Open  Meeting  will 
be  open  to  the  public  with  seating  on  a 
first-come,  first-served  basis.  Visitors 
will  be  subject  to  security  checks. 

Discussion  topics  at  the  Joint  Open 
Meeting  will  include  the  regulation  of 
exchanges  and  markets;  the  regulation 
of  intermediaries;  the  regulation  of 
clearance  and  settlement;  enforcement; 
and  the  regulation  of  investment  funds. 
For  further  information,  please  contact: 
The  Office  of  the  Secretary  at  (202)  551- 
5400. 

Dated:  August  25,  2009. 

Elizabeth  M.  Murphy, 

Secretary. 

[FR  Doc.  E 9— 20843  Filed  8-25-09;  4:15  pm] 
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17 15  U.S.C.  78s(b)(2). 

18 17  CFR  200.30-3(a)(12). 
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DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[STB  Docket  No.  AB-33  (Sub-No.  280X); 

STB  Docket  No.  AB-1038X);  STB  Docket 
No.  AB-546X] 

Union  Pacific  Railroad  Company — 
Abandonment  Exemption  and 
Discontinuance  of  Service — in  Tarrant 
County,  TX;  Fort  Worth  and  Dallas  Belt 
Railroad  Company — Discontinuance  of 
Service — in  Tarrant  County,  TX;  Fort 
Worth  and  Western  Railroad 
Company — Discontinuance  of 
Service — in  Tarrant  County,  TX 

On  August  7,  2009,  Union  Pacific 
Railroad  Company  (UP),  Fort  Worth  and 
Dallas  Belt  Railroad  Company  (FWDB), 
and  Fort  Worth  and  Western  Railroad 
Company  (FWWR)  (collectively, 
petitioners)  jointly  filed  with  the 
Surface  Transportation  Board  (Board)  a 
petition  under  49  U.S.C.  10502  for 
exemption  from  the  provisions  of  49 
U.S.C.  10903  to  permit:  (1)  UP  to 
abandon  and  discontinue  service  over  a 
segment  of  its  North  Fort  Worth  Branch 
line  of  railroad  between  milepost  633.02 
and  milepost  634.25,  a  distance  of 
approximately  1.23  miles  in  Tarrant 
County,  TX;  (2)  FWDB  to  discontinue 
operations  over  the  subject  line 
segment; 1  and  (3)  FWWR  to  discontinue 
overhead  and  local  trackage  rights  over 
the  subject  line  segment.2  The  line 
traverses  United  States  Postal  Service 
Zip  Code  76106.3 

In  addition  to  an  exemption  from  the 
prior  approval  requirements  of  49-U.S.C. 
10903,  petitioners  seek  exemption  from 
49  U.S.C.  10904  (offer  of  financial 
assistance  procedures)  and  49  U.S.C. 
10905  (public  use  conditions). 
Petitioners  also  seek  relief  from  the  trail 
use  provisions  of  the  Board’s  regulations 
at  49  CFR  1152.29.  In  support, 
petitioners  state  that  the  sole  purpose  of 
their  joint  petition  is  to  allow  the 
proposed  acquisition  of  the  right-of-way 
associated  with  the  line  segment  by  the 
Tarrant  Regional  Water  District  for  a 
public  flood  control  and  redevelopment 
project  in  the  north  downtown  area  of 
Forth  Worth,  TX,  commonly  known  at 


1  FWDB  operates  the  line  pursuant  to  a  lease  with 
UP.  See  Fort  Worth  and  Dallas  Belt  Railroad- 
Acquisition  and  Operation  Exemption-Certain 
Lines  of  St.  Louis  Southwestern  Railway  Company, 
Finance  Docket  No.  32514  (ICC  served  June  22, 
1994). 

2  FWDB,  a  corporate  affiliate  of  FWWR,  granted 
FWWR  these  trackage  rights.  See  Forth  Worth  & 
Western  Railroad  Company-Trackage  Rights 
Exemption-Forth  Worth  and  Dallas  Belt  Railroad 
Company,  Finance  Docket  No.  32590,  (ICC  served 
Nov.  10,  1994). 

3  Petitioners  state  that  the  lease  and  trackage 
rights  will  remain  in  full  force  and  effect  for  the 
remainder  of  the  North  Fort  Worth  Branch. 


the  Trinity  Uptown  Project.  These 
requests  will  be  addressed  in  the  final 
decision. 

The  line  does  not  contain  federally 
granted  rights-of-way.  Any 
documentation  in  petitioners’ 
possession  will  be  made  available 
promptly  to  those  requesting  it. 

The  interest  of  railroad  employees 
will  be  protected  by  the  conditions  set 
forth  in  Oregon  Short  Line  R.  Co. — 
Abandonment — Goshen,  360  I.C.C.  91 
(1979). 

By  issuing  this  notice,  the  Board  is 
instituting  an  exemption  proceeding 
pursuant  to  49  U.S.C.  10502(b).  A  final 
decision  will  be  issued  by  November  25, 
2009. 

Any  offer  of  financial  assistance 
(OFA)  under  49  CFR  1152.27(b)(2),  will 
be  due  no  later  than  10  days  after 
service  of  a  decision  granting  the 
petition  for  exemption.  Each  OFA  must 
be  accompanied  by  a  $1,500  filing  fee. 
See  CFR  1002.2(f)(25). 

All  interested  persons  should  be 
aware  that,  following  abandonment  of 
rail  service  and  salvage  of  the  line,  the 
line  may  be  suitable  for  other  public 
use,  including  interim  trail  use.  Any 
request  for  a  public  use  condition  under 
49  CFR  1152.28  or  for  trail  use/rail 
banking  under  49  CFR  1152.29  will  be 
due  no  later  than  September  16,  2009. 
Each  trail  use  request  must  be 
accompanied  by  a  $200  filing  fee.  See  49 
CFR  1002.2(f)(2  7). 

All  filings  in  response  to  this  notice 
must  refer  to  STB  Docket  No.  AB-33 
(Sub-No  280X),  STB  Docket  No.  1038X), 
and  STB  Docket  No.546X,  and  must  be 
sent  to:  (1)  Surface  Transportation 
Board,  395  E  Street,  SW.,  Washington, 
DC  20423-0001;  and  (2)  Mack  EL 
Shumate,  Jr.,  101  North  Wacker  Drive, 
Room  1920,  Chicago,  IL  60606,  and  Paul 
H.  Lamboley,  Bank  of  America  Plaza,  50 
W.  Liberty  Street,  Suite  #645,  Reno,  NV 
89501.  Replies  to  the  petition  are  due  on 
or  before  September  16,  2009. 

Persons  seeking  further  information 
concerning  abandonment  or 
discontinuance  procedures  may  contact 
the  Board’s  Office  of  Public  Assistance, 
Governmental  Affairs,  and  Compliance 
at  (202)  245-0238  or  refer  to  the  full 
abandonment  or  discontinuance 
regulations  at  49  CFR  part  1152. 
Questions  concerning  environmental 
issues  may  be  directed  to  the  Board’s 
Section  of  Environmental  Analysis 
(SEA)  at  (202)  245-0305.  Assistance  for 
the  hearing  impaired  is  available 
through  the  Federal  Information  Relay 
Service  (FIRS)  at  1-800-877-8339. 

An  environmental  assessment  (EA)  (or 
environmental  impact  statement  (EIS),  if 
necessary)  prepared  by  SEA  will  be 
served  upon  all  parties  of  record  and 


upon  any  agencies  or  other  persons  who 
commented  during  its  preparation. 

Other  interested  persons  may  contact 
SEA  to  obtain  a  copy  of  the  EA  (or  EIS). 
EAs  in  these  abandonment  proceedings 
normally  will  be  made  available  within 
60  days  of  the  filing  of  the  petition.  The 
deadline  for  submission  of  comments  on 
the  EA  will  generally  be  within  30  days 
of  its  service. 

Board  decisions  and  notices  are 
available  on  our  Web  site  at  http:// 
www.stb.dot.gov. 

Decided:  August  24,  2009. 

By  the  Board,  Joseph  H.  Dettmar,  Acting 
Director,  Office  of  Proceedings. 

Jeffrey  Herzig, 

Clearance  Clerk. 

[FR  Doc.  E9-20743  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Highway  Administration 

Access  to  the  Interstate  System 

AGENCY:  Federal  Highway 
Administration  (FHWA),  DOT. 

ACTION:  Notice  of  revised  policy 
statement. 

SUMMARY:  This  document  issues  the 
revised  FHWA  policy  statement 
regarding  requests  for  new  or  modified 
access  points  to  the  Interstate  System. 
The  policy  includes  the  requirements 
for  the  justification  and  documentation 
necessary  to  substantiate  any  request 
that  is  submitted  to  FHWA  for  approval. 
FOR  FURTHER  INFORMATION  CONTACT:  For 
technical  information:  Mr.  Jon 
Obenberger,  Office  of  Program 
Administration  (HIPA-20),  (202)  366- 
2221.  For  legal  information:  Mr.  Robert 
Black,  Office  of  the  Chief  Counsel 
(HCC-32),  (202)  366-1359,  Federal 
Highway  Administration,  1200  New 
Jersey  Avenue,  SE.f  Washington,  DC 
20590.  Office  hours  are  from  7:45  a.m. 
to  4:15  p.m.,  e.t.,  Monday  through 
Friday,  except  Federal  holidays. 
SUPPLEMENTARY  INFORMATION: 

Background 

The  surface  transportation  system 
plays  a  key  role  in  shaping  the 
economic  health,  quality  of  life  and 
sustainability  of  a  metropolitan  area, 
region,  and  State.  The  Interstate  System 
is  a  critical  element  providing  a  network 
of  limited  access  freeways  which 
facilitate  the  distribution  of  virtually  all 
goods  and  services  across  the  United 
States.  The  Interstate  System  also 
influences  the  mobility  and  safety  of 
people  and  goods  by  providing  access  to 
local  highways  and  a  network  of  public 
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streets.  As  a  result,  it  is  in  the  national 
interest  to  preserve  and  enhance  the 
Interstate  System  to  meet  the  needs  of 
the  surface  transportation  system  of  the 
United  States  for  the  21st  century. 

The  FHWA’s  Policy  on  Access  to  the 
Interstate  System  provides  the 
requirements  for  the  justification  and 
documentation  necessary  to  substantiate 
any  proposed  changes  in  access  to  the 
Interstate  System.  This  policy  also 
facilitates  decisionmaking  regarding 
proposed  changes  in  access  to  the 
Interstate  System  in  a  manner  that 
considers  and  is  consistent  with  the 
vision,  goals  and  long-range 
transportation  plans  of  a  metropolitan 
area,  region  and  State.  This  policy 
reflects  the  congressional  intent  and 
direction  provided  in  section  1909(a)(3) 
of  the  Safe,  Accountable,  Flexible, 
Efficient  Transportation  Equity  Act:  A 
Legacy  for  Users  (SAFETEA-LU) 

(Pub.  L.  109-59, 119  Stat,  1144),  which 
amended  section  T01  of  title  23,  United 
States  Code  by  adding  subsection 
(b)(3)(H):  “the  Secretary  should  take 
appropriate  actions  to  preserve  and 
enhance  the  Interstate  System  to  meet 
the  needs  of  the  21st  century.” 

Section  111  of  title  23,  United  States 
Code,  provides  that  all  agreements 
between  the  Secretary  and  the  State 
departments  of  transportation  (State 
DOTs)  for  the  construction  of  projects 
on  the  Interstate  System  shall  contain  a 
clause  providing  that  the  State  will  not 
add  any  points  of  access  to,  or  exit  from, 
the  project  in  addition  to  those 
approved  by  the  Secretary  in  the.  plans 
for  such  project,  without  the  prior 
approval  of  the  Secretary.  The  Secretary 
has  delegated  the  authority  to 
administer  23  U.S.C.  Ill  to  the  Federal 
Highway  Administrator  pursuant  to  49 
CFR  1.48(b)(1).  A  formal  policy 
statement  including  guidance  for 
justifying  and  documenting  the  need  for 
additional  access  to  the  existing  sections 
of  the  Interstate  System  was  published 
in  the  Federal  Register  on  October  22, 
1990  (55  FR  42670),  and  modified  on 
February  11, 1998  (63  FR  7045). 

The  FHWA  has  adopted  the  AASHTO 
publication  “A  Policy  on  Design 
Standards — Interstate  System”  as  the 
standard  for  projects  on  the  Interstate 
System  as  incorporated  by  reference  at 
23  CFR  625.4(a)(2).  Section  625.4(a)(2) 
further  requires  that  access  to  the 
Interstate  System  shall  be  fully 
controlled,  and  that  access  to  the 
Interstate  System  shall  be  achieved  by 
interchanges  at  selected  public 
highways. 

Summary  of  Changes 

The  changes  in  FHWA’s  policy  were 
made  to  reflect  the  direction  provided  in 


SAFETEA-LU,  to  clarify  the  operational 
and  safety  analysis  and  assessment  of 
impacts  that  provides  the  basis  for 
proposed  changes  in  access  to  the 
Interstate  System,  and  to  update 
language  at  various  locations  to 
reference  Federal  laws,  regulations,  and 
FHWA  policies.  The  following  specific 
revisions  have  been  made  to  the  existing 
policy  statement: 

1.  Updates  were  made  to  Requirement 
1  clarifying  the  need  for  agencies  to 
analyze  and  justify  that  the  projected 
design-year  traffic  demands  cannot  be 
adequately  accommodated  by  existing 
access  to  the  Interstate. 

2.  Additional  examples  were  added  to 
Requirement  2  to  identify  the  type  of 
improvements  to  be  considered  in  the 
planning  for  and  development  of 
proposed  changes  in  access. 

3.  Text  was  added  to  Requirement  3 
to  clarify  that  the  safety  and  operational 
analysis  to  be  performed  and 
documentation  to  be  submitted  provide 
the  justification  for  proposed  changes  in 
access.  . 

4.  Revisions  were  made  to 
Requirement  4  clarifying  the  need  to 
meet  or  exceed  design  standards  for  all 
roadway  improvements  included  in 
proposals  to  change  access.. 

5.  Changes  were  made  to  Requirement 
5  to  reference  the  current  requirements 
contained  in  SAFETEA-LU  and  23  CFR 
part  450. 

6.  Text  was  added  to  Requirement  6 
clarifying  the  analysis  to  be  performed 
in  support  of  proposed  changes  in 
access  involving  multiple  interchanges. 

7.  Clarification  to  Requirement  7  was 
made  identifying  the  justification 
needed  to  support  any  proposed  change 
in  access  due  to  changes  in  land  use  or 
density  of  development. 

8.  Revision  was  made  to  Requirement 
8  to  clarify  and  avoid  duplication  with 
Requirement  5. 

9.  Updates  were  made  to  the 
Application  section  to  reference  current 
Federal  laws,  regulations,  and  FHWA 
policies.  Revisions  were  made  to 
paragraph  4  and  a  new  paragraph  5  was 
added  to  clarify  what  is  a  change  in 
access  and  how  this  policy  may  apply 
to  different  types  of  access  changes. 
Paragraph  8  was  added  to  clarify  how 
FHWA’s  review  and  approval  of 
proposed  changes  in  access  relate  to 
other  Federal  actions,  reviews,  and 
approvals.  Paragraph  9  was  added  to 
clarify  that  proposals  for  changes  in 
access  need  to  be  reevaluated  and  the 
proposal  resubmitted  to  FHWA  foT 
review  and  approval  if  the  project  has 
not  proceeded  to  construction  within  8 
years. 

The  revised  policy  statement  also 
includes  various  editorial  changes  to 


enhance  clarity  and  readability.  The 
revised  policy  statement  is  as  follows: 

Policy 

It  is  in  the  national  interest  to 
preserve  and  enhance  the  Interstate 
System  to  meet  the  needs  of  the  21st 
Century  by  assuring  that  it  provides  the 
highest  level  of  service  in  terms  of  safety 
and  mobility.  Full  control  of  access 
along  the  Interstate  mainline  and  ramps, 
along  with  control  of  access  on  the 
crossroad  at  interchanges,  is  critical  to 
providing  such  service.  Therefore, 
FHWA’s  decision  to  approve  new  or 
revised  access  points  to  the  Interstate 
System  must  be  supported  by 
substantiated  information  justifying  and 
documenting  that  decision.  The 
FHWA’s  decision  to  approve  a  request 
is  dependent  on  the  proposal  satisfying 
and  documenting  the  following 
requirements. 

Considerations  and  Requirements 

1.  The  need  being  addressed  by  the 
request  cannot  be  adequately  satisfied 
by  existing  interchanges  to  the 
Interstate,  and/or  local  roads  and  streets 
in  the  corridor  can  neither  provide  the 
desired  access,  nor  can  they  be 
reasonably  improved  (such  as  access 
control  along  surface  streets,  improving 
traffic  control,  modifying  ramp 
terminals  and  intersections,  adding  turn 
bays  or  lengthening  storage)  to 
satisfactorily  accommodate  the  design- 
year  traffic  demands  (23  CFR  625.2(a)). 

2.  The  need  being  addressed  by  the 
request  cannot  be  adequately  satisfied 
by  reasonable  transportation  system 
management  (such  as  ramp  metering, 
mass  transit,  and  HOV  facilities), 
geometric  design,  and  alternative 
improvements  to  the  Interstate  without 
the  proposed  change(s)  in  access  (23 
CFR  625.2(a)). 

3.  An  operational  and  safety  analysis 
has  concluded  that  the  proposed  change 
in  access  does  not  have  a  significant 
adverse  impact  on  the  safety  and 
operation  of  the  Interstate  facility 
(which  includes  mainline  lanes, 
existing,  new,  or  modified  ramps,  ramp 
intersections  with  crossroad)  or  on  the 
local  street  network  based  on  both  the 
current  and  the  planned  future  traffic 
projections.  The  analysis  shall, 
particularly  in  urbanized  areas,  include 
at  least  the  first  adjacent  existing  or 
proposed  interchange  on  either  side  of 
the  proposed  change  in  access  (23  CFR 
625.2(a),  655.603(d)  and  77 1.111(f)).  The 
crossroads  and  the  local  street  network, 
to  at  least  the  first  major  intersection  on 
either  side  of  the  proposed  change  in 
access,  shall  be  included  in  this  analysis 
to  the  extent  necessary  to  fully  evaluate 
the  safety  and  operational  impacts  that 
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the  proposed  change  in  access  and  other 
transportation  improvements  may  have 
on  the  local  street  network  (23  CFR 
625.2(a)  and  655.603(d)).  Requests  for  a 
proposed  change  in  access  must  include 
a  description  and  assessment  of  the 
impacts  and  ability  of  the  proposed 
changes  to  safely  and  efficiently  collect, 
distribute  and  accommodate  traffic  on 
the  Interstate  facility,  ramps, 
intersection  of  ramps  with  crossroad, 
and  local  street  network  (23  CFR 
625.2(a)  and  655.603(d)).  Each  request 
must  also  include  a  conceptual  plan  of 
the  type  and  location  of  the  signs 
proposed  to  support  each  design 
alternative  (23  U.S.C.  109(d)  and  23  CFR 
655.603(d)). 

4.  The  proposed  access  connects  to  a 
public  road  only  and  will  provide  for  all 
traffic  movements.  Less  than  “full 
interchanges”  may  be  considered  on  a 
case-by-case  basis  for  applications 
requiring  special  access  for  managed 
lanes  (e.g.,  transit,  HOVs,  HOT  lanes)  or 
park  and  ride  lots.  The  proposed  access 
will  be  designed  to  meet  or  exceed 
current  standards  (23  CFR  625.2(a), 
625.4(a)(2),  and  655.603(d)). 

5.  The  proposal  considers  and  is 
consistent  with  local  and  regional  land 
use  and  transportation  plans.  Prior  to 
receiving  final  approval,  all  requests  for 
new  or  revised  access  must  be  included 
in  an  adopted  Metropolitan 
Transportation  Plan,  in  the  adopted 
Statewide  or  Metropolitan 
Transportation  Improvement  Program 
(STIP  or  TIP),  and  the  Congestion 
Management  Process  within 
transportation  management  areas,  as 
appropriate,  and  as  specified  in  23  CFR 
part  450,  and  the  transportation 
conformity  requirements  of40  CFR 
parts  51  and  93. 

6.  In  corridors  where  the  potential 
exists  for  future  multiple  interchange 
additions,  a  comprehensive  corridor  or 
network  study  must  accompany  all 
requests  for  new  or  revised  access  with 
recommendations  that  address  all  of  the 
proposed  and  desired  access  changes 
within  the  context  of  a  longer-range 
system  or  network  plan  (23  U.S.C. 

109(d),  23  CFR  625.2(a),  655.603(d),  and 
771.111). 

7.  When  a  new  or  revised  access  point 
is  due  to  a  new,  expanded,  or 
substantial  change  in  current  or  planned 
future  development  or  land  use, 
requests  must  demonstrate  appropriate 
coordination  has  occurred  between  the 
development  and  any  proposed 
transportation  system  improvements  (23 
CFR  625.2(a)  and  655.603(d)).  The 
request  must  describe  the  commitments 
agreed  upon  to  assure  adequate 
collection  and  dispersion  of  the  traffic 
resulting, from  the:  development  with  the 


adjoining  local  street  network  and 
Interstate  access  point  (23  CFR  625.2(a) 
and  655.603(d)). 

8.  The  proposal  can  be  expected  to  be 
included  as  an  alternative  in  the 
required  environmental  evaluation, 
review  and  processing.  The  proposal 
should  include  supporting  information 
and  current  status  of  the  environmental 
processing  (23  CFR  771.111). 

Application 

This  policy  is  applicable  to  new  or 
revised  access  points  to  existing 
Interstate  facilities  regardless  of  the 
funding  of  the  original  construction  or 
regardless  of  the  funding  for  the  new 
access  points.  This  includes  routes 
incorporated  into  the  Interstate  System 
under  the  provision^  of  23  U.S.C. 
103(c)(4)(A)  or  other  legislation. 

Routes  approved  as  a  future  part  of 
the  Interstate  System  under  23  U.S.C. 
103(c)(4)(B)  represent  a  special  case 
because  they  are  not  yet  a  part  of  the 
Interstate  System.  Since  the  intention  to 
add  the  route  to  the  Interstate  System 
has  been  formalized  by  agreement,  any 
proposed  new  or  significant  changes  in 
access  beyond  those  covered  in  the 
agreement,  regardless  of  funding,  must 
be  approved  by  FHWA. 

This  policy  is  not  applicable  to  toll 
roads  incorporated  into  the  Interstate 
System,  except  for  segments  where 
Federal  funds  have  been  expended  or 
these  funds  will  be  used  for  roadway 
improvements,  or  where  the  toll  road 
section  has  been  added  to  the  Interstate 
System  under  the  provisions  of  23 
U.S.C.  103(c)(4)(A).  The  term  “segment” 
is  defined  as  the  project  limits  described 
in  the  Federal-aid  project  agreement. 

Each  break  in  the  control  of  access  to 
the  Interstate  System  right-of-way  is 
considered  to  be  an  access  point.  For  the 
purpose  of  applying  this  policy,  each 
entrance  or  exit  point,  including 
“locked  gate”  access,  is  considered  to  be 
an  access  point.  For  example,  a 
diamond  interchange  configuration  has 
four  access  points. 

Ramps  providing  access  to  rest  areas, 
information  centers,  and  weigh  stations 
within  the  Interstate  controlled  access 
are  not  considered  access  points  for  the 
purpose  of  applying  this  policy.  These 
facilities  shall  be  accessible  to  vehicles 
only  to  and  from  the  Interstate  System. 
Access  to  or  from  these  facilities  and 
local  roads  and  adjoining  property  is 
prohibited.  The  only  allowed  exception 
is  for  access  to  adjacent  publicly  owned 
conservation  and  recreation  areas,  if 
access  to  these  areas  is  only  available 
through  the  rest  area,  as  allowed  under 
23  CFR  752.5(d). 

Generally,  any  change  in  the  design  of 
an  existing  access  point  is  considered  a 


change  to  the  interchange  configuration, 
even  though  the  number  of  actual  points 
of  access  may  not  change.  For  example, 
replacing  one  of  the  direct  ramps  of  a 
diamond  interchange  with  a  loop,  or 
changing  a  cloverleaf  interchange  into  a 
fully  directional  interchange  would  be 
considered  revised  access  for  the 
purpose  of  applying  this  policy. 

All  requests  for  new  or  revised  access 
points  on  completed  Interstate  highways 
must  closely  adhere  to  the  planning  and 
environmental  review  processes  as 
required  in  23  CFR  parts  450  and  771. 
The  FHWA  approval  constitutes  a 
Federal  action  and,  as  such,  requires 
that  the  transportation  planning, 
conformity,  congestion  management 
process,  and  the  National 
Environmental  Policy  Act  procedures  be 
followed  and  their  requirements 
satisfied.  This  means  the  final  FHWA 
approval  of  requests  for  new  or  revised 
access  cannot  precede  the  completion  of 
these  processes  or  necessary  actions. 

To  offer  maximum  flexibility, 
however,  any  proposed  change  in  access 
can  be  submitted  by  a  State  DOT  to  the 
FHWA  Division  Office  for  a 
determination  of  engineering  and 
operational  acceptability.  This 
flexibility  allows  agencies  the  option  of 
obtaining  this  acceptability 
determination  prior  to  making  the 
required  modifications  to  the 
Transportation  Plan,  performing  any 
required  conformity  analysis,  and 
completing  the  environmental  review 
and  approval  process.  In  this  manner, 
State  DOTs  can  determine  if  a  proposal 
is  acceptable  for  inclusion  as  an 
alternative  in  the  environmental 
process.  This  policy  in  no  way  alters  the 
planning,  conformity  or  environmental 
review  and  approval  procedures  as 
contained  in  23  CFR  parts  450  and  771, 
and  40  CFR  parts  51  and  93. 

An  affirmative  determination  by 
FHWA  of  engineering  and  operational 
acceptability  for  proposals  for  new  or 
revised  access  points  to  the  Interstate 
System  should  be  reevaluated  whenever 
a  significant  change  in  conditions 
occurs  (e.g.,  land  use.  traffic  volumes, 
roadway  configuration  or  design, 
environmental  commitments).  Proposals 
shall  be  reevaluated  if  the  project  has 
not  progressed  to  construction  within  8 
years  of  receiving  an  affirmative 
determination  of  engineering  and 
operational  acceptability  (23  CFR 
625.2(a)).  If  the  project  is  not 
constructed  within  this  time  period,  an 
updated  justification  report  based  on 
current  and  projected  future  conditions 
must  be  submitted  to  FHWA  to  receive 
either  an  affirmative  determination  of 
engineering  and  operational 
acceptability  (  or  final  approval  if  all 
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other  requirements  have  been  satisfied 
(23  U.S.C.  Ill,  23  CFR  625.2(a),  and  23 
CFR  771.129). 

Implementation 

State  DOTs  are  required  to  submit 
requests  for  proposed  changes  in  access 
to  their  FHWA  Division  Office  for 
review  and  action  under  23  U.S.C.  106 
and  111,  and  23  CFR  625.2(a).  The 
FHWA  Division  Office  will  ensure  that 
all  requests  for  changes  in  access 
contain  sufficient  information,  as 
required  in  this  policy,  to  allow  FHWA 
to  independently  evaluate  and  act  on 
the  request.  Guidance  to  assist  with  the 
implementation  and  consistent 
application  of  this  policy  can  be 
accessed  electronically  through  the 
FHWA  Office  of  Infrastructure’s  Web 
page  at:  http://www.fhwa.dot.gov/ 
programadmin/index.htm. 

Policy  Statement  Impact 

The  policy  statement,  first  published 
in  the  Federal  Register  on  October  22, 
1990  (55  FR  42670),  and  modified  on 
February  11, 1998  (63  FR  7045), 
describes  the  justification  and 
documentation  needed  for  requests  to 
add  or  revise  access  to  the  existing 
Interstate  System. 

The  revisions  made  by  the  publication 
of  this  policy  statement  reflect  the 
direction  provided  in  SAFETEA-LU, 
clarify  the  operational  and  safety 
analysis  to  accompany  proposed 
changes  in  access  on  the  Interstate 
System,  and  update  language  at  various 
locations  to  ensure  consistency  with 
other  Federal  laws,  regulations  and 
FHWA  policies.  State  DOTs  should  take 
these  factors  into  consideration  when 
making  requests  for  new  or  revised 
access  points,  but' the  overall  effort 
necessary  for  developing  the  request 
will  not  be  significantly  increased. 

(Authority:  23  U.S.C.  Ill  and  315;  49  CFR 
1.48) 

Issued  on  August  18,  2009. 

Victor  M.  Mendez, 

Federal  Highway  Administrator. 

[FR  Doc.  E 9— 20679  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-22-P 


DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[STB  Finance  Docket  No.  34936] 

Port  of  Moses  Lake — Construction 
Exemption — Moses  Lake,  WA  [STB 
Finance  Docket  No.  34936  (Sub-No.  1)]; 
Port  of  Moses  Lake — Acquisition 
Exemption — Moses  Lake,  WA 

AGENCY:  Surface  Transportation  Board, 
Department  of  Transportation. 


ACTION:  Notice  of  exemption. 


SUMMARY:  Subject  to  a  Programmatic 
Agreement  negotiated  by  the  parties  and 
environmental  mitigation  measures,  the 
Board  is  granting  exemptions  under  49 
U.S.C.  10502  from  the  prior  approval 
requirements  of  49  U.S.C.  10901  for  the 
Port  of  Moses  Lake  (Port)  in  STB 
Finance  Docket  No.  34936  to  construct 
two  segments  of  rail  line  in  Moses  Lake, 
WA,  one  between  the  community  of 
Wheeler  and  Parker  Horn  at  the  mouth 
of  Crab  Creek  and  another  between 
Columbia  Basin  Railroad  Company,  Inc. 
(CBRW)  trackage  and  the  east  side  of  the 
Grant  County  International  Airport,  and 
in  STB  Finance  Docket  No.  34936  (Sub- 
No.  1)  to  acquire  a  segment  of  rail  line 
from  CBRW  that  runs  approximately 
from  Parker  Horn  near  Stratford  Road  to 
near  the  Grant  County  International 
Airport,  which  would  connect  the 
newly  constructed  segments.  The  Port 
plans  to  rehabilitate  and  upgrade  this 
line  segment,  including  the  upgrade  of 
two  signalized  grade  crossings.  The  Port 
estimates  the  total  mileage  of  its 
construction  and  acquisition  proposals 
to  be  approximately  11.5  miles  in 
length. 

DATES:  The  exemption  will  be  effective 
on  September  11,  2009.  Petitions  to 
reopen  must  be  filed  by  September  16, 
2009. 

ADDRESSES:  An  original  and  10  copies  of 
all  pleadings,  referring  to  STB  Finance 
Docket  No.  34936  and  STB  Finance 
Docket  No.  34936  (Sub-No.  1),  must  be 
filed  with  the  Surface  Transportation 
Board,  395  E  Street,  SW.,  Washington, 
DC  20423-0001.  In  addition,  one  copy 
of  all  pleadings  must  be  served  on 
petitioner’s  representative:  Adrian  L. 
Steel,  Jr.,  Mayer  Brown  LLP,  1909  K 
Street,  NW.,  Washington,  DC  20006. 

FOR  FURTHER  INFORMATION  CONTACT: 

Joseph  H.  Dettmar,  (202)  245-0395. 
Assistance  for  the  hearing  impaired  is 
available  through  the  Federal 
Information  Relay  Service  (FIRS)  at 
1-800-877-8339. 

SUPPLEMENTARY  INFORMATION: 

Additional  information  is  contained  in 
the  Board’s  decision.  Board  decisions 
and  notices  are  available  on  our  Web 
site  at  http://www.stb.dot.gov. 

Decided:  August  21,  2009. 

By  the  Board,  Chairman  Elliott,  Vice 
Chairman  Nottingham,  and  Commissioner 
Mulvey. 

Jeffrey  Herzig, 

Clearance  Clerk. 

[FR  Doc.  E 9-20666  Filed  8-26-09;  8:45  am] 

BILUNG  CODE  491 5-01 -P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Westfield-Barnes  Airport,  Westfield 
MA;  FAA  Approval  of  Noise 
Compatibility  Program 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice. 

SUMMARY:  The  Federal  Aviation 
Administration  (FAA)  announces  its 
findings  on  the  noise  compatibility 
program  submitted  by  the  Westfield 
Airport  Commission  under  the 
provisions  of  Title  I  of  the  Aviation 
Safety  and  Noise  Abatement  Act  of  1979 
(Pub.  L.  96-193)  and  14  CFR  part  150. 
These  findings  are  made  in  recognition 
of  the  description  of  federal  and  non- 
federal  responsibilities  in  Senate  Report 
No.  96-52  (1980).  On  August  3,  2009, 
the  Airports  Division  Manager  approved 
the  Westfield-Bames  Airport  noise 
compatibility  program.  All  of  the 
proposed  program  elements  were 
approved. 

DATES:  Effective  Date:  The  effective  date 
of  the  FAA’s  approval  of  the  Westfield- 
Barnes  Airport  noise  compatibility 
program  is  August  3,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  Doucette,  Federal  Aviation 
Administration,  New  England  Region, 
Airports  Division,  12  New  England 
Executive  Park,  Burlington, 
Massachusetts  01803,  Telephone  (781) 
238-7613. 

Documents  reflecting  this  FAA  action 
may  be  obtained  from  the  same 
individual. 

SUPPLEMENTARY  INFORMATION:  This 
notice  announces  that  the  FAA  has 
given  its  overall  approval  to  the 
Westfield-Barnes  Airport  noise 
compatibility  program,  effective  August 
3,  2009. 

Under  Section  104(a)  of  the  Aviation 
Safety  and  Noise  Abatement  Act  of  1979 
(hereinafter  the  Act-),  an  airport  operator 
who  has  previously  submitted  a  noise 
exposure  map  may  submit  to  the  FAA 
a  noise  compatibility  program  which 
sets  forth  the  measures  taken  or 
proposed  by  the  airport  operator  for  the 
reduction  of  existing  non-compatible 
land  uses  and  prevention  of  additional 
non-compatible  land  uses  within  the 
area  covered  by  the  noise  exposure 
maps. 

The  Act  requires  such  programs  to  be 
developed  in  consultation  with 
interested  and  affected  parties  including 
local  communities,  government 
agencies,  airport  users,  and  FAA 
personnel. 
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Each  airport  noise  compatibility 
program  developed  in  accordance  with 
Federal  Aviation  Regulation  (FAR),  Part 
150  is  a  local  program,  not  a  federal 
program.  The  FAA  does  not  substitute 
its  judgment  for  that  of  the  airport 
proprietor  with  respect  to  which 
measures  should  be  recommended  for 
action.  The  FAA’s  approval  or 
disapproval  of  FAR  Part  150  program 
recommendations  is  measured 
according  to  the  standards  expressed  in 
Part  150  and  the  Act,  and  is  limited  to 
the  following  determinations: 

(a)  The  noise  compatibility  program 
was  developed  in  accordance  with  the 
provisions  and  procedures  of  FAR  Part 
150; 

(b)  program  measures  are  reasonably 
consistent  with  achieving  the  goals  of 
reducing  existing  non-compatible  land 
uses  around  the  airport  and  preventing 
the  introduction  of  additional  non¬ 
compatible  land  uses; 

(c)  program  measures  would  not 
create  an  undue  burden  on  interstate  or 
foreign  commerce,  unjustly  discriminate 
against  types  or  classes  of  aeronautical 
uses,  violate  the  terms  of  airport  grant 
agreements,  or  intrude  into  areas 
preempted  by  the  federal  government; 
and 

(d)  program  measures  relating  to  the 
use  of  flight  procedures  can  be 
implemented  within  the  period  covered 
by  the  program  without  derogating 
safety,  adversely  affecting  the  efficient 
use  and  management  of  the  navigable 
airspace  and  air  traffic  control  systems, 
or  adversely  affecting  other  powers  and 
responsibilities  of  the  Administrator  as 
prescribed  by  law. 

Specific  limitations  with  respect  to 
FAA’s  approval  of  an  airport  noise 
compatibility  program  are  delineated  in 
FAR  Part  150,  Section  150.5.  Approval 
is  not  a  determination  concerning  the 
acceptability  of  land  uses  under  Federal, 
state,  or  local  law.  Approval  does  not  by 
itself  constitute  a  FAA  implementing 
action.  A  request  for  Federal  action  or 
approval  to  implement  specific  noise 
compatibility  measures  may  be 
required,  and  an  FAA  decision  on  the 
request  may  require  an  environmental 
assessment  of  the  proposed  action. 

Approval  does  not  constitute  a 
commitment  by  the  FAA  to  financially 
assist  in  the  implementation  of  the 
program  nor  a  determination  that  all 
measures  covered  by  the  program  are 
eligible  for  grant-in-aid  funding  from  the 
FAA  under  the  Airport  and  Airway 
Improvement  Act  of  1982.  Where 
Federal  funding  is  sought,  requests  for 
project  grants  must  be  submitted  to  the 
FAA  Regional  Office  in  Burlington, 
Massachusetts. 


The  Westfield-Barnes  Airport  study 
contains  a  proposed  noise  compatibility 
program  comprised  of  actions  designed 
for  implementation  by  airport 
management  and  adjacent  jurisdictions 
from  the  date  of  study  completion  to  the 
year  2014.  Westfield  requested  that  the 
FAA  evaluate  and  approve  this  material 
as  a  noise  compatibility  program  as 
described  in  Section  104(b)  of  the  Act. 
The  FAA  began  its  review  of  the 
program  on  April  22,  2009,  and  was 
required  by  a  provision  of  the  Act  to 
approve  or  disapprove  the  program 
within  180  days  (other  than  the  use  of 
new  flight  procedures  for  noise  control). 
Failure  to  approve  or  disapprove  such  a 
program  within  the  180-day  period  shall 
be  deemed  to  be  an  approval  of  such  a 
program. 

The  submitted  program  contained  20 
proposed  actions  for  noise  mitigation. 
The  FAA  completed  its  review  and 
determined  that  the  procedural  and 
substantive  requirements  of  the  Act  and 
FAR  Part  150  have  been  satisfied.  The 
Airports  Division  Manager  therefore 
approved  the  program  effective  August 
3,  2009. 

Noise  Mitigation  Measures 

Measure  Nl — Modification  of  Aircraft 
Departure  Tracks  (Continuation  of  1990 
Measures  2  &  4) 

The  intent  of  1990  NCP  Measures  2 
and  4  were  to  modify  the  location  and 
altitude  of  aircraft  departure  tracks 
utilizing  each  of  the  airport’s  four 
runways  in  order  to  minimize  the  level 
of  noise  caused  by  aircraft  and 
helicopter  overflights  on  the  noise- 
sensitive  population  surrounding  the 
airport.  Measure  2  called  for  aircraft 
operating  under  Visual  Flight  Rules 
(VFR)  to  perform  a  series  of  turns 
designed  to  avoid  noise-sensitive  areas, 
while  Measure  4  recommended  that 
aircraft  operating  under  Instrument 
Flight  Rules  (IFR)  follow  the  same 
procedures.  The  departure  paths 
recommended  by  these  measures  in  the 
1990  NCP  did  not  significantly  change 
the  noise  abatement  procedures  in  place 
at  the  airport  at  the  time  of  the  1990  Part 
150  study.  The  FAA  approved  these 
measures  in  their  determination  of  the 
1990  NCP. 

This  measure  restates  the  noise 
abatement  procedures  already  in  place 
at  the  airport.  The  existing  noise 
abatement  departure  procedure  from 
Runway  02  directs  aircraft  to  turn  left  to 
a  360-degree  heading  upon  crossing  the 
airport  boundary  until  clear  of  noise- 
sensitive  facilities,  after  which  the 
aircraft  can  proceed  on  course.  From 
Runway  20,  noise  abatement  departure 
flight  tracks  specify  a  left  turn  to  a  180- 


degree  heading  upon  crossing  the 
airport  boundary.  Runway  33  departures 
are  prohibited  from  making  intersection 
departures,  in  order  to  maximize  the 
height  of  aircraft  above  the  mobile  home 
community  along  the  extended  runway 
centerline.  Runway  15  VFR  departures 
are  currently  directed  to  maintain  the 
runway  heading  until  crossing  the  ridge 
line  (unless  otherwise  directed  by  ATC), 
which  reflects  the  changes 
recommended  by  Measure  2. 

Approved  as  a  voluntary  measure, 
subject  to  traffic,  weather,  and  airspace 
safety  and  efficiency.  This  measure  may 
be  implemented  totally  or  in  part  as 
deemed  feasible  and  appropriate  by  the 
Air  Traffic  Manager  for  the  safe  and 
efficient  movement  of  air  traffic.  Times 
and  levels  of  compliance  will  be 
determined  by  the  Air  Traffic  Manager 
as  specific  traffic  management  situations 
exist. 

Measure  N2 — Perform  a  Site  Selection/ 
Feasibility  Study  for  a  Noise  Barrier 
South  of  Runway  02  (Modification  of 
1990  NCP  Measure  5) 

1990  Measure  5  recommended  the 
construction  of  a  noise  barrier  on  the 
south  side  of  the  airport  near  the 
Runway  02  threshold.  A  noise  barrier, 
depending  on  its  location,  can  provide 
relief  to  airport  neighbors  from  noise 
created  by  aircraft  while  on  the  ground, 
such  as  the  use  of  reverse  thrust,  initial 
departure  roll,  and  engine  run-ups. 
Numerous  sites  were  evaluated  in  the 
1990  Part  150  study;  however,  only  one 
proved  to  have  the  potential  to 
significantly  reduce  noise  exposure. 

A  noise  barrier,  constructed  of  either 
an  earthen  berm  or  manmade  wall  (or  a 
combination  of  both)  could  provide 
noise  attenuation  from  aircraft  ground 
movements.  A  berm  would  be  placed  in 
the  location  closest  to  the  source  of 
noise,  subject  to  an  FAR  Part  77 
obstruction  analysis,  and  would  need  to 
provide  at  least  a  5  dB  single-event 
reduction  in  order  to  qualify  for  AIP 
funding.  With  the  introduction  of  the 
F-15  aircraft  at  BAF,  the  ability  of  a 
noise  barrier  to  reduce  noise  exposure 
near  the  departure  end  of  Runway  02 
may  reduce  the  transmission  of  ground 
noise  from  the  source  (aircraft)  to  the 
receiver  (densely  populated  residential 
land  uses  located  along  Old  Holyoke 
Road).  It  is  expected  that  a  noise  barrier 
would  provide  benefits  to  residents 
located  south  of  the  Massachusetts 
Turnpike  from  noise  due  to  the  use  of 
F-15  afterburners  during  departures 
from  Runway  02.  This  measure  would 
direct  the  airport  to  perform  a  feasibility 
study  that  would  evaluate  the  optimal 
location  and  construction  technique  that 
would  provide  the  greatest  benefit  to 
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airport  neighbors,  in  addition  to 
identifying  the  costs  and  benefits 
associated  with  its  construction. 

Approved.  The  previous  study  did  not 
contemplate  the  presence  of  F-15s.  This 
noise  barrier  study  should  not  repeat 
work  previously  done,  but  should 
determine  feasibility  of  a  noise  barrier  to 
mitigate  noise  created  by  the  new 
aircraft. 

Measure  N3 — Encourage  the  Use  of 
GPS,  RNAV,  WAAS,  and  FMS 
Equipment  To  Enhance  Noise 
Abatement  Navigation  (New  Measure) 

This  new  measure  would  encourage 
the  creation  and  use  of  advanced 
navigation  techniques  for 
implementation  at  the  airport.  The  use 
of  RNAV,  GPS,  FMS,  and  WAAS 
systems  collectively  will  allow  the 
better  utilization  of  noise  abatement 
departure  procedures  as  well  as  more 
accurate  approaches,  with  the  benefit  of 
reducing  noise  exposure  over  noise- 
sensitive  land  uses  around  an  airport. 

The  measure  recommends  the 
continued  use  of  advanced  navigation 
techniques,  and  as  technology  and  its 
adaptation  increases,  the  airport  should 
identify  and  evaluate  the  use  of 
alternative  arrival  and  departure 
corridors  and  the  refinement  of  existing 
corridors.  No  further  action  would  be 
required,  and  the  recommendation  of 
this  measure  is  a  policy  statement  as 
opposed  to  a  statement  of  action. 

Approved. 

Land  Use  Mitigation  Measures 

Measure  Ll — Offer  Voluntary 
Acquisition  to  Residential  Structures 
Contiguous  to  the  Future  (2014)  DNL  70 
dB  Noise  Exposure  Contour  (New 
Measure) 

Acquisition  programs  are  generally 
instituted  in  the  most  impacted  areas 
around  an  airport,  usually  defined  as 
those  within  the  DNL  75  or  70  dB  noise 
exposure  contour.  The  programs  are 
voluntary,  and  are  subject  to  the 
provisions  set  forth  in  the  Uniform 
Relocation  Assistance  and  Real  Property 
Acquisition  Policies  Act  (49  CFR  Part 
24^(Uniform  Act).  This  measure  would 
offer  voluntary  acquisition  to  the 
residential  land  uses  located  contiguous 
to  the  DNL  70  dB  noise  exposure 
contour.  There  are  approximately  52 
parcels  affected  by  this  measure  in  the 
residential  area  south  of  the 
Massachusetts  Turnpike. 

Federal  funding  for  noise 
compatibility  projects  undertaken  by 
airports  is  eligible  only  after  an  airport 
has  completed  and  approved  a  Noise 
Compatibility  Program.  Property  can  be 
acquired  by  an  airport  either  through 


condemnation  (eminent  domain)  or 
through  voluntary  means,  such  as 
easements  or  fee  simple  purchase.  A 
general  outline  of  the  procedures 
involved  in  the  implementation  of  this 
measure  follows. 

Following  the  approval  by  the  FAA  of 
this  NCP,  and  assuming  AIP  grant 
funding  is  available,  the  City  of 
Westfield  will,  either  through  its  own 
administrative  means  or  by  soliciting 
bids  for  professional  services,  begin  the 
acquisition  process.  The  City’s 
designated  party  will  hire  a  qualified 
professional,  independent  appraiser  in 
order  to  initially  identify  a  property’s 
fair  market  value.  The  property  owner  is 
encouraged  to  attend  the  initial 
appraisal.  Following  the  appraisal,  the 
Uniform  Act  specifies  that  the  appraisal 
must  be  reviewed  by  a  qualified  review 
appraiser,  whose  purpose  is  to 
comprehensively  assess  the  validity  and 
reasonableness  of  the  final  valuation 
conclusion.  This  appraisal  will  be  used 
to  identify  the  fair  market  value  of  a 
residence,  which  is  the  basis  for  the 
City’s  offer.  The  determined  fair  market 
value  is  considered  “just  compensation’’ 
and  does  not  include  relocation  costs, 
which  are  discussed  later  in  the  process. 
Following  the  appraisal  of  the  property 
the  airport  will  begin  negotiations  with 
the  property  owner,  with  an  offer  that  it 
believes  is  just  compensation  for  the 
property,  but  not  less  than  the  appraised 
fair  market  value.  The  initiation  of 
negotiations  officially  begins  with  the 
City’s  submission  of  a  written  offer  to 
the  property  owner. 

Tne  sale  of  the  property  to  the  City 
would  be  similar  to  the  sale  of  the 
property  to  a  private  seller,  and  includes 
the  completion  of  a  sales  contract, 
transfer  of  title,  and  an  executed  deed. 
Following  the  closure  of  the  sale,  the 
airport  owner  or  designee  will  provide 
written  notice  90  days  in  advance  of  the 
moving  date. 

Participation  in  the  acquisition 
program  as  offered  in  this  NCP  would  be 
voluntary,  and  participation  in  the 
program  will  qualify  a  homeowner  for 
the  benefits  outlined  in  the  Uniform  Act 
and  implementing  regulations  (49  CFR 
Part  24). 

Approved. 

Measure  L2 — Acquire  and  Relocate  the 
Arbor  Mobile  Home  Park  (New 
Measure) 

This  measure  would  allow  the  City  of 
Westfield  to  acquire  the  property  on 
which  the  Arbor  Mobile  Home  Park 
resides,  located  within  the  DNL  65  dB 
Future  (2014)  Noise  Exposure  Contour, 
and  to  facilitate  the  relocation  of  mobile 
home  owners  and  rental  tenants. 
Typically,  noncompatible  land  uses 


within  the  DNL  65  dB  noise  contours 
are  offered  participation  in  sound 
insulation  programs;  however,  mobile 
homes  are  not  eligible  for  sound 
insulation  under  AIP  guidelines.  The 
Arbor  Mobile  Home  Park  is  located 
directly  to  the  west  of  the  airport  and 
southwest  of  the  terminal  and  office 
complex.  The  property  is  approximately 
5  acres  in  area  and  contains 
approximately  58  residential  lots.  Under 
the  Future  (2014)  Noise  Exposure 
Contour,  residences  in  these  areas  are 
expected  to  experience  DNL  levels 
ranging  from  65  to  70  dB.  It  is 
anticipated  that  this  measure  would  be 
implemented  as  follows.  The  airport 
would  first,  either  through  the  City  of 
Westfield  or  through  soliciting 
professional  services,  appraise  the 
property,  submit  a  written  offer  to  the 
park  owner,  and  upon  mutual 
acceptance  of  the  offer,  take  ownership 
of  the  property.  The  City  of  Westfield 
would  become  the  landlord  of  the 
property,  and  could  either  retain 
existing  management  or  hire  a  mobile 
home  park  manager  to  continue  to 
operate  the  mobile  home  park  during 
the  relocation  process.  Following  the 
hiring  of  an  acquisition  specialist  to 
assist  with  the  implementation  of  the 
relocation  program,  the  airport  would 
initiate  the  relocation  of  the  mobile 
home  park  residents. 

Approved. 

Measure  L3 — Sound  Insulate 
Residential  Structures  Within  the  DNL 
65  dB  Noise  Exposure  Contour  and 
Contiguous  Areas  (Continuation  of  1990 
Measure  10) 

A  sound  insulation  program  is  an 
airport-sponsored  program  designed  to 
reduce  the  interior  audibility  of  aircraft 
overflights  through  modifications  and 
replacement  of  building  materials.  In  its 
most  common  form,  a  sound  insulation 
program  reduces  the  ability  of  sound 
energy  to  enter  a  structure  through 
replacement  of  windows  and  sealants, 
the  addition  of  efficient  climate  control 
systems,  the  reduction  of  structural  air 
passages  (modifications  to  venting),  attic 
or  wall  insulation,  and  the  installation 
of  solid  core  doors.  Windows  and  doors, 
as  well  as  the  seals  that  surround  them, 
are  the  most  common  elements  of  an 
effective  program. 

The  goal  of  a  sound  insulation 
program  is  to  reduce  the  interior 
intrusion  of  aircraft  overflights  to  a 
point  that  minimal  interference  with 
daily  activities,  such  as  telephone 
conversations,  watching  television,  and 
sleep,  occur.  FAA  guidelines  specify 
that  the  goal  of  a  sound  insulation 
program  is  an  interior  noise  level  of 
DNL  45  dB,  which  generally  requires  a 
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Noise  Level  Reduction  (NLR)  of 
approximately  20  dB  from  the  outside  to 
the  inside  of  a  structure,  depending  on 
the  noise  level  in  which  the  structure 
resides.  For  example,  residences  located 
within  the  DNL  70  dB  noise  exposure 
contour  should  have  an  NLR  of  at  least 
25  dB,  to  achieve  an  interior  design  goal 
of  DNL  45  dB.  The  type  of  mitigation 
offered  in  a  sound  insulation  program  is 
related  to  the  NLR  of  the  existing 
structure,  with  a  minimum  goal  of 
achieving  at  least  a  5  dB  noise 
reduction. 

A  total  of  364  residences  (including 
those  identified  in  Measure  Ll)  have 
been  identified  as  being  potentially 
eligible  for  participation  in  a  sound 
insulation  program.  A  residence  is 
considered  impacted,  and  therefore 
potentially  eligible  for  inclusion  in  the 
sound  insulation  program,  if  the  DNL  65 
dB  noise  exposure  contour  falls  within 
the  parcel  boundary  of  a  property. 
Additionally,  properties  that  comprise  a 
contiguous  residential  area  are  also 
included  as  potentially  eligible.  A  total 
of  52  properties  are  expected  to  be 
impacted  by  noise  levels  of  DNL  70  dB 
or  greater  (or  comprise  a  contiguous 
area),  while  the  remaining  residences 
are  expected  to  be  impacted  by  noise 
levels  of  DNL  65  dB  or  greater  or 
represent  contiguous  areas  adjacent  to 
the  DNL  65  dB  noise  contour.  Although 
attempts  have  been  made  through  the 
Part  150  process  to  identify  all 
residential  structures  located  within  the 
DNL  65  dB  noise  contour,  it  is  possible 
that  some  may  not  have  been  identified. 
This  measure  is  designed  to  include  all 
potentially-eligible  residential 
structures  within  the  DNL  65  dB  noise 
exposure  contour,  even  if  not  included 
in  a  zone  as  mentioned  above. 

Approved. 

Measure  L4 — Remedial  Easement 
Acquisition  (Continuation  of  1990 
Measure  11) 

The  primary  vehicle  for  obtaining 
avigation  easements  in  a  Part  150 
mitigation  program  is  in  exchange  for 
sound  Insulation  improvements. 
However,  due  to  the  voluntary  nature  of 
the  sound  insulation  program  (Measure 
L3),  property  owners  may  elect  to 
decline  participation  for  various 
reasons,  such  as  having  previously 
performed  home  renovations.  In  such 
cases,  an  airport  sponsor  may  elect  to 
offer  the  property  owner  a  one-time  fee 
in  exchange  for  an  avigation  easement. 
With  the  signing  of  an  avigation 
easement,  a  property  owner  gives  the 
airport  the  right  of  flight  over  the 
property,  and  also,  in  some  cases,  agrees 
to  a  restriction  of  future  modifications 
or  changes  of  land  use.  An  airport  will 


then  hold  the  easement  until  sold  or 
released.  The  avigation  easement,  as  a 
legal  document,  would  be  attached  to 
the  property  deed  and,  in  the  case  of 
sale  of  the  property,  would  be 
transferred  to  any  future  owners. 

Approved.  x 

Measure  L5 — Sound  Insulate 
Educational  Facilities  and  Places  of 
Worship  (New  Measure) 

No  schools  or  places  of  worship  are 
located  within  the  DNL  65  dB  noise 
exposure  contour.  However,  noise- 
sensitive  facilities  are  located 
immediately  adjacent  to  the  DNL  65  dB 
noise  exposure  contour,  therefore  this 
measure  recommends  that  the  airport 
investigate  the  feasibility  of  sound 
insulating  those  facilities  deemed 
eligible  for  mitigation.  Five  noise- 
sensitive  facilities  have  been 
preliminarily  identified  as  potential 
candidates  for  sound  insulation,  based 
on  their  proximity  to  the  Future  (2014) 
DNL  65  dB  Noise  Exposure  Contour. 
Westfield  North  Middle  School  and 
Southampton  Road  Elementary  School, 
located  to  the  west  of  the  airport,  the 
Russian  Evangelical  Church  and  Word 
of  Grace  Church,  located  to  the  north  of 
the  airport  along  North  Road,  and  Our 
Lady  of  Blessed  Sacrament  Church, 
located  along  Holyoke  Road  south  of  the 
airport,  all  may  potentially  be  eligible 
for  sound  insulation. 

The  airport  would  first,  for  each 
facility,  perform  acoustic  testing  in 
order  to  determine  each  building’s 
eligibility  for  sound  insulation. 
Proposals  to  sound  insulate  each  facility 
will  be  coordinated  closely  with  both 
the  City  of  Westfield  and  the  FAA.  The 
first  step  in  the  process  would  be  to 
perform  a  feasibility  study,  which 
would  identify  the  building  NLR  and 
the  impacts  of  aircraft  noise,  and  also 
identify  the  times  the  facility  is  open 
and  use  of  the  facility  by  the 
community. 

Eligibility  for  sound  insulation  of 
noise  sensitive  facilities  is  determined 
not  only  by  the  building’s  NLR,  but  also 
on  the  use  of  the  facility.  For  example, 
a  facility  that  is  only  in  use  during 
evening  hours  when  aircraft  activity  is 
low  may  not  be  deemed  eligible. 
Pending  the  results  of  the  feasibility 
study,  and  ultimately,  City  of  Westfield 
and  FAA  approval  of  the  proposal,  the 
design  phase,  which  identifies  the  type 
of  modifications  needed  to  meet  FAA 
guidelines,  would  begin,  followed  by 
construction  and  a  post  modification 
evaluation.  It  is  expected  that  the 
priority  for  both  the  feasibility 
investigation  and  sound  insulation,  if 
eligible,  would  be  begin  with  Westfield 
North  Middle  School  and  Southampton 


Road  Elementary  School.  Pending 
available  funding  and  the  amount  of 
time  each  of  the  churches  are  utilized  by 
members  of  the  community  for 
educational  and  worship  services, 
feasibility  studies  and  potential  sound 
insulation  may  be  pursued  for  each. 

Disapproved.  The  Noise  Exposure 
Maps  (NEMs)  show  none  of  the  schools 
are  within  the  DNL  65  dB  noise  contour 
either  now  or  in  the  future.  One  of  the 
first  criteria  for  determining  whether  a 
measure  meets  part  150  approval 
standards  is  that  the  area  to  be  mitigated 
must  be  within  that  NEM  contour.  The 
airport  sponsor  has  not  provided  NEMs 
that  show  a  local  standard  (i.e.,  DNL  60 
dB)  has  been  adopted  by  the  local 
jurisdiction  with  land  use  authority. 
Until  and  unless  the  schools  are  located 
within  the  adopted  NEM  contours,  the 
FAA  may  not  consider  approval  of  this 
measure. 

Measure  L6 — Preventive  Easement 
Acquisition  (Continuation  of  1990 
Measure  14) 

Similar  to  the  acquisition  of 
easements  through  sound  insulation  and 
purchase  assurance  programs, 
easements  can  be  acquired  in  order  to 
prevent  future  incompatible 
development  in  specified  areas.  In  the 
case  of  easement  acquisition  of 
undeveloped  or  compatible  land  uses, 
they  can  act  as  a  deterrent  for  future 
incompatible  development.  This 
measure  would  allow  airport  and  City  of 
Westfield  to  prevent  future 
incompatible  development  within  the 
DNL  65  dB  noise  exposure  contour 
without  proper  sound  attenuation 
materials  or  other  development  controls. 

Approved. 

Measure  L7 — Modify  Existing  Zoning 
Within  the  DNL  65  dB  Noise  Exposure 
Contour 

A  very  common  and  effective  method 
for  reducing  both  existing  and  potential 
noise-sensitive  development  in  the 
vicinity  of  airports  is  modifications  to 
the  existing  zoning  code.  A  zoning  code 
establishes  permitted  and  non-permitted 
uses  in  geographic  areas  surrounding  an 
airport,  and  includes  regulations 
pertaining  to  elements  such  as  height, 
density,  and  siting  of  buildings.  A 
community  relies  on  its  zoning  code  to 
promote  orderly  growth  and  safe 
separation  of  many  differing  types  of 
land  uses.  When  considering  airport 
noise  issues,  various  approaches  to 
conventional  zoning  are  often 
considered.  Zoning  for  compatible  land 
uses  within  a  specified  boundary,  such 
as  the  DNL  65  dB  noise  exposure 
contour,  entails  eliminating  zoning 
designations  that  would  allow  for 
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noncompatible  development,  such  as 
residential  districts.  Changing  these 
zoning  designations  from  an 
incompatible  land  use  to  a  compatible 
land  use,  such  as  commercial  or 
industrial,  would  promote  compatible 
land  uses  in  noise  sensitive  areas. 
Alternatively,  a  jurisdiction  may  not 
desire  to  eliminate  the  feasibility  of 
incompatible  development,  but  may 
rather  reduce  the  density  of  permitted 
residential  units  or  to  increase  the  size 
of  residential  lots  in  areas  near  the 
airport.  An  analysis  of  zoned  land 
within  the  DNL  65  dB  noise  exposure 
contour  indicated  that  approximately 
398  acres  of  incompatibly  zoned  land 
uses  are  within  the  contour. 

Approved.  The  Federal  Government 
has  no  authority  to  control  local  land 
use.  Local  governments  have  the 
authority  to  implement  this  measure. 

The  FAA  prefers  that  no  new  noise- 
sensitive  development  be  allowed 
within  the  DNL  65  dB,  and  this  measure 
will  help  achieve  that  goal. 

Measure  L8 — Voluntary  Undeveloped 
Land  Acquisitions  (Continuation  of 
1990  Measure  16) 

Preventive  land  acquisition  works  in 
a  manner  similar  to  preventive  easement 
acquisition,  and  the  two  are  often  paired 
prior  to  resale  or  development  of 
potentially  incompatible  land.  In  some 
instances,  land  may  become  available 
for  purchase  in  a  noise-sensitive  area, 
and  in  order  to  prevent  future 
incompatible  development,  an  airport  or 
sponsor  may  choose  to  purchase  the 
land  and  apply  land  use  controls 
designed  to  discourage  incompatible 
development.  Factors  to  consider  in  this 
measure  include  the  amount  of  available 
land,  the  ability  of  an  airport  or 
jurisdiction  to  make  available  the  funds 
required  to  purchase  the  land,  and  the 
development  potential  of  the  land  in 
question.  Land  uses  that  are  generally 
compatible  with  airport  options  may  not 
need  to  be  purchased,  as  their 
noncompatible  development  potential  is 
low.  Generally,  these  types  of  purchases 
are  eligible  for  AIP  funding;  however, 
the  airport  may  be  obligated  to  utilize 
the  funds  resulting  from  the  sale  of  the 
land  for  other  noise  mitigation  purposes 
or  return  the  funds  to  the  Aviation  Trust 
Fund. 

Approved. 

Measure  L9 — Airport  Noise  Overlay 
District  (Continuation  of  1990  Measure 
12) 

This  measure  recommends  that  the 
City  of  Westfield  pursue  the 
development  of  an  Airport  Noise 
Overlay  District  (ANOD)  based  on  the 
Future  (2014)  Noise  Exposure  Contour. 


An  Airport  Noise  Overlay  District  can 
require  noise-level  disclosure  in  real 
estate  transactions,  and  could  also 
require  specified  noise  level  reduction 
in  the  construction  of  new  structures  or 
the  modification  of  existing  structures. 
The  measure  can  also  prohibit  non¬ 
compatible  development  within  a 
specified  boundary,  such  as  the  DNL  65 
dB  noise  contour,  or  establish  “buffer 
zones”  that  impose  restrictions  on 
noise-sensitive  development  in  the  area 
between  the  non-compatible  area  and 
the  fully  compatible  areas  beyond. 
Typical  elements  of  an  airport  noise 
overlay  district  include  a  statement  of 
purpose  and  intent,  definitions  of 
common  terms,  applicability,  permitted 
uses  as  well  as  exemptions  and 
nonconforming  structures,  a  permitted 
use  table,  and  NLR  requirements. 

The  WAC  and  Airport  Staff  will  need 
to  work  in  conjunction  with  City  of 
Westfield  officials  and  staff,  and 
ultimately,  the  public  in  order  to  define 
the  goals,  restrictions,  and  boundaries  of 
an  Airport  Noise  Overlay  District. 
Primarily,  consensus  on  the  boundary  of 
an  overlay  district,  whether  defined  as 
the  DNL  65  dB  of  the  Future  (2014) 

Noise  Exposure  Contour  or  a  geographic 
boundary  that  encompasses  areas 
considered  by  the  City  of  Westfield  to  be 
noise  sensitive  land  uses,  needs  to  be 
identified.  Following  that 
determination,  various  types  of  land  use 
restrictions  need  to  be  evaluated, 
including  potential  restrictions  on  new 
non-compatible  development,  noise 
disclosure,  acquisition  of  easements, 
and  limitations  on  modifications  to 
existing  structures.  Finally,  the  issue  of 
identifying  a  buffer  zone  beyond  the 
limits  of  areas  considered  to  be 
impacted  by  noise  exposure  should  be 
considered.  Ultimately,  the 
recommendations  of  the  WAC  can  be 
presented  to  City  of  Westfield  officials, 
at  which  time  the  ANOD  would  be 
subject  to  the  standard  public  process  of 
all  changes  to  the  City  of  Westfield 
zoning  regulations. 

Approved.  The  Federal  Government 
has  no  authority  to  control  local  land 
use.  Local  governments  have  the 
authority  to  implement  this  measure. 
The  FAA  prefers  that  no  new- noise- 
sensitive  development  be  allowed 
within  the  DNL  65  dB,  and  this  measure 
will  help  achieve  that  goal. 

Measure  L10 — Environmental  Review 
(Continuation  of  1990  Measure  13) 

This  measure  recommends  the  City  of 
Westfield  to  include  airport  staff  during 
the  course  of  administrative  review  of 
proposals  for  land  use  development  in 
areas  either  within  the  DNL  65  dB  noise 
exposure  contour  or  in  another  defined 


boundary,  such  as  an  Airport  Noise 
Overlay  District  (Measure  L9).  As  is 
currently  the  practice  in  the  City  of 
Westfield,  the  airport  manager 
participates  in  a  weekly  round  table 
discussion  of  development  that  is 
located  in  the  vicinity  of  the  airport,  and 
may  be  affected  by  aircraft  overflights. 

Approved. 

Measure  Lll — Real  Estate  Disclosure 
(Continuation  of  1990  Measure  15) 

Measure  Lll  directs  the  Airport 
Manager  to  continue  pursuing  the 
implementation  of  real  estate  disclosure 
through  both  coordination  with  local 
real  estate  professionals  to  include 
information  about  airport  noise  and 
overflights,  and  through  the  inclusion  of 
a  noise  disclosure  ordinance  attached  to 
a  property  deed. 

Real  estate  notices  are  an  effective 
means  of  acknowledgement  of  potential 
impacts  from  aircraft  overflights  in  an 
area  surrounding  an  airport  to 
perspective  property  owners.  Real  estate 
disclosure  notices,  if  implemented  by 
local  or  State  real  estate  associations, 
can  effectively  incorporate  information 
about  aircraft  overflights,  the  location  of 
the  property  in  relation  to  the  airport  or 
flight  patterns,  and  potential  effects  in 
either  a  legal  document  (through  an 
easement)  or  in  real  estate  marketing 
materials. 

Noise  disclosure  ordinances  typically 
address  property  either  within  the  65  dB 
DNL  noise  exposure  contour,  which  is 
considered  incompatible  with  airport 
operations  according  to  Federal 
guidelines,  or  in  other  predefined 
boundaries  around  an  airport.  At  the 
City  of  Westfield  discretion,  the 
disclosure  ordinance  should  be 
expanded  to  include  property  within 
the  DNL  60  dB  noise  exposure  contour 
or  the  proposed  Airport  Noise  Overlay 
District. 

Approved.  The  Federal  Government  - 
has  no  authority  to  control  local  land 
use.  Local  governments  have  the 
authority  to  implement  this  measure. 

The  FAA  prefers  that  no  new  noise- 
sensitive  development  be  allowed 
within  the  DNL  65  dB,  and  this  measure 
will  help  achieve  that  goal 

Measure  L12 — Modify  Subdivision 
Regulation 

Subdivision  regulations  apply  to  large 
areas  of  compatibly-zoned  land  that 
have  yet  to  be  subdivided  or  that  may 
be  changed  from  one  zoning  category  to 
another  to  permit  development.  The 
City  of  Westfield  Planning  Board 
administers  the  Rules  and  Regulations 
Governing  the  Subdivision  of  Land  in 
Westfield,  in  accordance  with  the 
General  Laws  of  Massachusetts  (M.G.L.) 
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Chapter  41  Section  81K  to  GG,  often 
referred  to  as  the  “Subdivision  Control 
Law.”  These  regulations  ensure  the 
proper  arrangement  of  roads,  establish 
open  space  guidelines,  ensure  adequate 
public  utilities  such  as  water  and  sewer 
service,  conformance  with  applicable 
City  of  Westfield  Zoning  Ordinances, 
and  ensure  an  orderly  and  efficient 
layout  of  the  subdivision.  This  measure 
directs  the  Airport  Manager  to  pursue 
the  inclusion  of  methods  such  as  the 
incorporation  of  noise  attenuating 
standards,  noise  disclosure,  or  the 
dedication  of  easements  in  the 
regulation  of  proposed  subdivisions  that 
may  be  impacted  by  aircraft  noise  as 
promulgated  by  the  City  of  Westfield. 

Approved.  The  Federal  Government 
has  no  authority  to  control  local  land 
use.  Local  governments  have  the 
authority  to  implement  this  measure. 

The  FAA  prefers  that  no  new  noise- 
sensitive  development  be  allowed 
within  the  DNL  65  dB,  and  this  measure 
will  help  achieve  that  goal. 

Measure  L13 — Recommend  Building 
Code  Modifications 

Modifications  to  building  codes  can 
include  elements  to  address  the 
inclusion  of  sound  insulation  materials, 
such  as  windows  and  doors  with  higher 
Sound  Transmission  Class  (STC)  ratings 
and  other  elements  designed  to  reduce 
the  transmission  of  sound  from  the 
exterior  environment  to  the  interior  of  a 
structure.  Building  code  revisions  only 
address  new  construction  and 
significant  modifications  to  existing 
structures.  The  City  of  Westfield,  in 
accord  with  all  other  jurisdictions  in 
Massachusetts,  adheres  to  the 
Massachusetts  State  Building  Code,  7th 
Edition  as  its  guiding  document.  All 
construction  and  renovation  of  detached 
one  and  two  family  homes  are  regulated 
by  the  Board  of  Building  Regulations 
and  Standards  (BBRS).  As  such,  any 
changes  designed  to  address  airport 
noise  would  require  modifications  to 
the  state  code.  This  measure  directs  the 
Airport  Manager  to  continue  to  engage 
the  BBRS  to  encourage  changes  in  the 
state  building  code  that  include 
requirements  to  address  noise  impacts 
from  aircraft  sources.  While  changes  to 
the  State  building  code  are  outside  of 
the  scope  of  Part  150,  it  is  recommended 
that  the  airport,  in  conjunction  with 
other  airports  around  the  state,  further 
investigate  the  feasibility  and 
practicality  of  suggesting  these 
revisions. 

Approved.  The  Federal  Government 
has  no  authority  to  control  local  land 
use.  Local  governments  have  the 
authority  to  implement  this  measure. 
The  FAA  prefers  that  no  new  noise- 


sensitive  development  be  allowed 
within  the  DNL  65  dB,  and  this  measure 
will  help  achieve  that  goal. 

Program  Management  Measures 

Measure  Pi — Establish  a  Noise 
Mitigation  Advisory  Committee 
(Continuation  of  1990  Measure  9) 

This  measure  directs  the  airport  and 
Westfield  Airport  Commission  to 
establish  a  Noise  Mitigation  Advisory 
Committee  to  assist  with  the 
management  and  communication  of 
noise  issues.  The  WAC  could  solicit  a 
group  of  individuals  comprising  of  the 
Airport  Manager  or  designee,  personnel 
from  various  airport  tenants,  including 
staff  from  the  MAANG,  City  of  Westfield 
Planning  Department  staff,  elected 
officials,  and  representatives  from 
neighborhood  groups  or  subdivisions. 
The  mission  of  the  committee  would  be 
to  disseminate  information  about 
operations  at  the  airport,  to  monitor  the 
implementation  of  various  mitigation 
measures,  and  to  provide  an  ongoing 
dialog  that  links  the  City  of  Westfield 
and  surrounding  communities  with 
Westfield-Bames  Airport.  It  is 
anticipated  that  the  Noise  Mitigation 
Advisory  Committee  would  meet  twice 
per  year,  depending  on  the 
implementation  of  the  mitigation 
measures  recommended  in  the  NCP. 

Approved. 

Measure  P2 — Institute  a  Community 
Awareness  Program  (New  Measure) 

A  community  awareness  program 
consists  of  educational  materials 
designed  to  help  members  of  the  public 
understand  the  characteristics  of 
operations  at  the  airport.  One  of  the 
largest  obstacles  to  airport  growth  and 
development  is  a  lack  of  understanding 
of  the  type  of  operations  at  an  airport. 

A  community  awareness  program 
provides  details  about  airport  tenants, 
the  types  of  operations  flown,  and  the 
times  of  days  operations  are  flown. 
Additionally,  these  programs  share  the 
pilot’s  and  airport  tenant’s  perspectives, 
information  regarding  planning  and 
development,  and  any  temporary 
construction  projects  that  would  change 
the  typical  operating  conditions  at  the 
airport.  This  type  of  program  could  also 
provide  detail  on  various  noise  and  land 
use  mitigation  projects  undertaken  by 
the  airport. 

Changes  anticipated  to  occur  at  BAF, 
including  the  change  in  mission  and 
fleet  of  the  104th  FW,  the  associated 
development  projects,  and  the  potential 
mitigation  programs  collectively 
warrant  the  publication  of  materials 
designed  to  convey  this  information  to 
the  public.  This  measure  directs  the 


Airport  Manager  to  transmit  information 
as  provided  in  Measure  Pi  to  the  larger 
public  in  the  City  of  Westfield. 

Approved. 

Measure  P3 — Institute  a  Fly  Quiet 
Program  (New  Measure) 

This  measure  recommends  that  the 
airport  create  and  institute  a  Fly  Quiet 
Program  for  use  at  the  airport  which 
would  build  upon  the  existing  noise 
abatement  departure  procedures  already 
in  place.  A  Fly  Quiet  Program  can 
include  a  number  of  measures  designed 
to  educate  pilots  and  other  aircraft 
tenants  about  noise  sensitive  uses  in  the 
airport  environs.  Among  the  range  of 
measures  that  can  be  included  are  the 
installation  of  signage  at  each  runway 
end  reminding  pilots  about  the  noise 
abatement  procedures,  the  creation  of  a 
color-coded  map  that  identifies  noise- 
sensitive  land  uses  in  the  airport 
environs,  and  brochures  keeping  airport 
tenants  aware  of  noise-related 
community  concerns,  as  well  as 
encouraging  the  use  of  both  NBAA  noise 
abatement  procedures  and  AOPA  Noise 
Awareness  Steps. 

Approved.  Wording  for  publications 
and  signage,  and  location  of  any  on- 
airport  signage,  must  be  coordinated 
with  the  FAA  before  final  issuance. 
Publications/signage  should  not  imply 
that  voluntary  noise  abatement 
measures  are  mandatory. 

Measure  P4 — Periodic  Evaluation  of 
Noise  Exposure  (Continuation  of  1990 
Measure  8) 

This  measure  would  direct  the 
Westfield  Airport  Commission  to 
periodically  update  the  noise  exposure 
maps  at  the  airport  either  within  a  five- 
year  time  frame  or  when  operating 
conditions  at  the  airport  change  (such  as 
the  addition  of  air  carrier  operations  or 
a  further  change  in  mission  or  operating 
characteristics  of  the  104th  FW).  The 
implementation  of  this  measure  would 
ensure  a  continuation  of  the  evaluation 
of  noise  exposure,  and  would  also  allow 
for  modifications  to  the  boundaries  of 
various  land  use  mitigation  programs 
should  the  need  arise. 

Approved.  NEMs  should  be  updated 
as  required  by  the  Part  150  Statute. 

FAA’s  determinations  are  set  forth  in 
detail  in  a  Record  of  Approval  endorsed 
by  the  Airports  Division  Manager  on 
August  3,  2009.  The  Record  of 
Approval,  as  well  as  other  evaluation 
materials  and  the  documents 
comprising  the  submittal,  are  available 
for  review  at  the  FAA  office  listed  above 
and  at  the  administrative  offices  of 
Westfield-Bames  Airport,  Westfield 
MA. 
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Issued  in  Burlington,  Massachusetts  on 
August  3,  2009. 

LaVeme  F.  Reid, 

Manager,  Airports  Division,  FAA  New 
England  Region. 

[FR  Doc.  E9-20730  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4910-13-P 

DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[STB  Finance  Docket  No.  35281] 

CSX  Transportation,  Inc. — Trackage 
Rights  Exemption — Commonwealth 
Railway  Incorporated 

Notice  to  the  Parties: 

On  August  12,  2009,  a  notice  of 
exemption  was  served  and  published  in 
the  Federal  Register  (74  FR  40642)  in 
this  proceeding  for  the  non-exclusive 
overhead  trackage  rights  granted  to  CSX 
Transportation,  Inc.,  by  Commonwealth 
Railway  Incorporated  (CRI)  over  CRTs 
line  of  railroad  between  Suffolk,  VA, 
milepost  16.50,  and  Churchland,  VA, 
milepost  9.90,  a  distance  of 
approximately  6.60  miles.  The  notice,  at 
note  2,  contained  a  reference  to  the  need 
to  disclose  interchange  commitments 
pursuant  to  49  CFR  1180.4(g)(4). 

Because  trackage  rights  agreements  are 
required  to  be  filed  with  a  party’s 
verified  notice  of  exemption  and  are 
available  to  the  public,  further 
disclosure  is  not  required  in  a  notice  of 


exemption  for  trackage  rights  and  will 
not  be  required  in  such  notices  in  the 
future.  All  other  information  in  the 
notice  remains  unchanged. 

Board  decisions  and  notices  are 
available  on  our  Web  site  at  http:// 
www.stb.dot.gov. 

Decided:  August  20,  2009. 

By  the  Board,  Rachel  D.  Campbell, 
Director,  Office  of  Proceedings. 

Jeffrey  Herzig, 

Clearance  Clerk. 

(FR  Doc.  E9-20657  Filed  8-26-09;  8:45  am] 

BILLING  CODE  4915-01-P 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Art  Advisory  Panel — Notice  of  Closed 
Meeting 

AGENCY:  Internal  Revenue  Service, 
Treasury. 

ACTION:  Notice  of  Closed  Meeting  of  Art 
Advisory  Panel. 

SUMMARY:  Closed  meeting  of  the  Art 
Advisory  Panel  will  be  held  in 
Washington,  DC. 

DATES:  The  meeting  will  be  held 
September  23  and  24,  2009. 

ADDRESSES:  The  closed  meeting  of  the 
Art  Advisory  Panel  will  be  held  on 
September  23  and  24,  2009,  in  Room 
4136  beginning  at  9:30  a.m.,  Franklin 


Court  Building,  1099  14th  Street,  NW., 
Washington,  DC  20005. 

FOR  FURTHER  INFORMATION  CONTACT: 

Karen  Carolan,  C:AP:ART,  1099  14th 
Street,  NW.,  Washington,  DC  20005. 
Telephone  (202)  435-5609  (not  a  toll 
free  number). 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  pursuant  to  section 
10(a)(2)  of  the  Federal  Advisory 
Committee  Act,  5  U.S.C.  App.,  that  a 
closed  meeting  of  the  Art  Advisory 
Panel  will  be  held  on  September  23  and 
24,  2009,  in  Room  4136  beginning  at 
9:30  a.m.,  Franklin  Court  Building,  1099 
14th  Street,  NW.,  Washington,  DC 
20005. 

The  agenda  will  consist  of  the  review 
and  evaluation  of  the  acceptability  of 
fair  market  value  appraisals  of  works  of 
art  involved  in  Federal  income,  estate, 
or  gift  tax  returns.  This  will  involve  the 
discussion  of  material  in  individual  tax 
returns  made  confidential  by  the 
provisions  of  26  U.S.C.  6103. 

A  determination  as  required  by 
section  10(d)  of  the  Federal  Advisory 
Committee  Act  has  been  made  that  this 
meeting  is  concerned  with  matters  listed 
in  5  U.S.C.  552b(c)(3),  (4),  (6),  and  (7), 
and  that  the  meeting  will  not  be  open 
to  the  public. 

Kurt  Meier, 

Deputy  Chief,  Appeals. 

[FR  Doc.  E 9— 20636  Filed  8-26-09;  8:45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  412,  413,  415,  485,  and 
489 

[CMS-1406-F  and  IFC;  CMS-1493-F;  CMS- 
1337-F] 

RIN  0938-AP33;  RIN  0938-AP39;  RIN  0938- 
AP76 

Medicare  Program;  Changes  to  the 
Hospital  Inpatient  Prospective 
Payment  Systems  for  Acute  Care 
Hospitals  and  Fiscal  Year  2010  Rates; 
and  Changes  to  the  Long-Term  Care 
Hospital  Prospective  Payment  System 
and  Rate  Years  2010  and  2009  Rates 

AGENCY:  Centers  for  Medicare  and 
Medicaid  Services  (CMS),  HHS. 

ACTION:  Final  rules  and  interim  final 
rule  with  comment  period. 

SUMMARY:  We  are  revising  the  Medicare 
hospital  inpatient  prospective  payment 
systems  (IPPS)  for  operating  and  capital- 
related  costs  of  acute  care  hospitals  to 
implement  changes  arising  from  our 
continuing  experience  with  these 
systems,  and  to  implement  certain 
provisions  made  by  the  TMA, 

Abstinence  Education,  and  QI  Program 
Extension  Act  of  2007,  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008,  and  the 
American  Recovery  and  Reinvestment 
Act  of  2009.  In  addition,  in  the 
Addendum  to  this  final  rule,  we 
describe  the  changes  to  the  amounts  and 
factors  used  to  determine  the  rates  for 
Medicare  acute  care  hospital  inpatient 
services  for  operating  costs  and  capital- 
related  costs.  These  changes  are 
applicable  to  discharges  occurring  on  or 
after  October  1,  2009.  We  also  are 
setting  forth  the  update  to  the  rate-of- 
increase  limits  for  certain  hospitals 
excluded  from  the  IPPS  that  are  paid  on 
a  reasonable  cost  basis  subject  to  these 
limits.  The  updated  rate-of-increase 
limits  are  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1 , 

2009.  • 

■  Second,  we  are  updating  the  payment 
policy  and  the  annual  payment  rates  for 
the  Medicare  prospective  payment 
system  (PPS)  for  inpatient  hospital 
services  provided  by  long-term  care 
hospitals  (LTCHs)  for  rate  year  (RY) 

2010,  including  responding  to  public 
comments  received  on  a  June  3,  2009 
supplemental  proposed  rule  relating  to 
the  proposed  RY  2010  Medicare 
Severity  Long-Term  Care  Diagnosis- 
Related  Groups  (MS-LTC-DRG)  relative 


weights  and  the  proposed  RY  2010  high- 
cost  outlier  (HCO)  fixed-loss  amount.  In 
the  Addendum  to  this  final  rule,  we  also 
set  forth  the  changes  to  the  payment 
rates,  factors,  and  other  payment  rate 
policies  under  the  LTCH  PPS  for  RY 
2010.  These  changes  are  applicable  to 
discharges  occurring  on  or  after  October 
1,  2009.  In  addition,  we  are  responding 
to  public  comments  received  on  and 
finalizing  a  June  3,  2009  interim  final 
rule  with  comment  period  that  revised 
the  MS-LTC-DRG  relative  weights  for 
payments  under  the  LTCH  PPS  for  the 
remainder  of  FY  2009  (that  is,  from  June 
3,  2009,  through  September  30,  2009). 

Third,  in  this  final  rule,  we  are 
responding  to  public  comments  we 
received  on,  and  finalizing,  two  May 
2008  interim  final  rules  with  comment 
period  that  implemented  certain 
provisions  of  section  114  of  the 
Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007  (MMSEA,  Pub.  L. 
110-173)  relating  to  payments  to  LTCHs 
and  LTCH  satellite  facilities,  the 
establishment  of  LTCHs  and  LTCH 
satellite  facilities,  and  increases  in  beds 
in  existing  LTCHs  and  LTCH  satellite 
facilities  under  the  LTCH  PPS. 

Fourth,  through  an  interim  final  rule 
with  comment  period  as  part  of  this 
document,  we  are  implementing  those 
provisions  of  the  ARRA  that  amended 
certain  provisions  of  section  114  of  the 
MMSEA  relating  to  payments  to  LTCHs 
and  LTCH  satellite  facilities  and 
increases  in  beds  in  existing  LTCHs  and 
LTCH  satellite  facilities  under  the  LTCH 
PPS. 

DATES:  Effective  Dates:  These  final  rules 
are  effective  on  October  1,  2009,  with 
the  following  exceptions: 

The  provisions  of  §§  412.534(c) 
through  (e)  and  (h)  and  412.536(a)(2)  are 
effective  for  cost  reporting  periods 
beginning  on  or  after  July  1,  2007,  or 
October  1,  2007,  as  applicable.  In 
accordance  with  sections 
1871(e)(l)(A)(i)  and  (ii)  of  the  Social 
Security  Act,  the  Secretary  has 
determined  that  retroactive  application 
of  the  provisions  of  §§  412.534(c) 
through  (e)  and  (h)  and  412.5536(a)(2)  is 
necessary  to  comply  with  the  statute 
and  that  failure  to  apply  the  changes 
retroactively  would  be  contrary  to 
public  interest. 

Comment  Period:  To  be  assured 
consideration,  comments  on  the  interim 
final  rule  with  comment  period  (CMS- 
1406-IFC)  that  appears  as  section  XI.  of 
the  preamble  of  this  document  must  be 
received  at  one  of  the  addresses 
provided  below,  no  later  than  5  p.m. 
E.S.T.  on  October  26,  2009. 

ADDRESSES:  When  commenting  on 
issues  presented  in  the  interim  final  rule 


with  comment  period,  please  refer  to 
file  code  CMS-1406-IFC.  Because  of 
staff  and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (please  choose  only  one  of  the 
ways  listed): 

1.  Electronically.  You  may  submit . 
electronic  comments  on  this  regulation 
at  http://www.regulations.gov.  Follow 
the  instructions  for  “Comment  or 
Submission”  and  enter  the  file  code 
CMS-1406-IFC  to  submit  comments  on 
this  interim  final  rule. 

2.  By  regular  mail.  You  may  mail 
written  comments  (one  original  and  two 
copies)  to  the  following  address  only: 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  Attention:  CMS-1406- 
IFC,  P.O.  Box  8011,  Baltimore,  MD 
21244-1850. 

Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 

3.  By  express  or  overnight  mail.  You 
may  send  written  comments  (one 
original  and  two  copies)  to  the  following 
address  only:  Centers  for  Medicare  & 
Medicaid  Services,  Department  of 
Health  and  Human  Services,  Attention: 
CMS-1406-IFC,  Mail  Stop  C4-26-05, 
7500  Security  Boulevard,  Baltimore,  MD 
21244-1850. 

4.  By  hand  or  courier.  If  you  prefer, 
you  may  deliver  (by  hand  or  courier) 
your  written  comments  (one  original 
and  two  copies)  before  the  close  of  the 
comment  period  to  either  of  the 
following  addresses:  a.  Room  445-G, 
Hubert  H.  Humphrey  Building,  200 
Independence  Avenue,  SW., 

Washington,  DC  20201. 

(Because  access  to  the  interior  of  the 
HHH  Building  is  not  readily  available  to 
persons  without  Federal  Government 
identification,  commenters  are 
encouraged  to  leave  their  comments  in 
the  CMS  drop  slots  located  in  the  main 
lobby  of  the  building.  A  stamp-in  clock 
is  available  for  persons  wishing  to  retain 
a  proof  of  filing  by  stamping  in  and 
retaining  an  extra  copy  of  the  comments 
being  filed.)  b.  7500  Security  Boulevard, 
Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your 
comments  to  the  Baltimore  address, 
please  call  telephone  number  (410)  786- 
7195  in  advance  to  schedule  your 
arrival  with  one  of  our  staff  members. 

Comments  mailed  to  the  addresses 
indicated  as  appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

For  information  on  viewing  public 
comments,  see  the  beginning  of  the 
SUPPLEMENTARY  INFORMATION  section. 
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FOR  FURTHER  INFORMATION,  CONTACT: 

Tzvi  Hefter,  (410)  786-4487,  and  Ing-Jye 
Cheng,  (410)  786—4548,  Operating 
Prospective  Payment,  MS-DRGs,  Wage 
Index,  New  Medical  Service  and 
Technology  Add-On  Payments,  Hospital 
Geographic  Reclassifications,  Capital 
Prospective  Payment,  Excluded 
Hospitals,  Direct  and  Indirect  Graduate 
Medical  Education  Payments, 
Disproportionate  Share  Hospital  (DSH), 
Critical  Access  Hospital  (CAH), 

EMTALA  Hospital  Emergency  Services, 
and  Hospital-within-Hospital  Issues. 

Michele  Hudson,  (410)  786— 4487,  and 
Judith  Richter,  (410)  786-2590,  Long- 
Term  Care  Hospital  Prospective 
Payment  System  and  MS-LTC-DRG 
Relative  Weights  for  FYs  2009  and  2010 
Issues. 

Siddhartha  Mazumdar,  (410)  786- 
6673,  Rural  Community  Hospital 
Demonstration  Program  Issues. 

James  Poyer,  (410)  786-2261,  Quality 
Data  for  Annual  Payment  Update  Issues. . 

Lisa  Grabert,  (410)  786-6827, 
Hospital-Acquired  Conditions. 
SUPPLEMENTARY  INFORMATION: 

Inspection  of  Public  Comments:  All 
comments  received  before  the  close  of 
the  comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have 
been  received:  http:// 
www.regulations.gov.  Follow  the  search 
instructions  at  that  Web  site  to  view 
public  comments.' 

Comments  received  timely  will  also 
be  available  for  public  inspection, 
generally  beginning  approximately  3 
weeks  after  publication  of  a  document, 
at  the  headquarters  of  the  Centers  for 
Medicare  &  Medicaid  Services,  7500 
Security  Boulevard,  Baltimore, 

Maryland  21244,  Monday  through 
Friday  of  each  week  from  8:30  a.m.  to 
4  p.m.  To  schedule  an  appointment  to 
view  public  comments,  phone  1-800- 
743-3951. 

Electronic  Access 

This  Federal  Register  document  is 
also  available  from  the  Federal  Register 
online  database  through  GPO  Access,  a 
service  of  the  U.S.  Government  Printing 
Office.  Free  public  access  is  available  on 
a  Wide  Area  Information  Server  (WAIS) 
through  the  Internet  and  via 
asynchronous  dial-in.  Internet  users  can 
access  the  database  by  using  the  World 
Wide  Web,  (the  Superintendent  of 
Documents’  home  Web  page  address  is 
http://www.gpoaccess.gov/ ),  by  using 
local  WAIS  client  software,  or  by  telnet 


to  swais.access.gpo.gov,  then  login  as 
guest  (no  password  required).  Dial-in 
users  should  use  communications 
software  and  modem  to  call  (202)  512- 
1661;  type  swais,  then  login  as  guest  (no 
password  required). 

Acronyms 

3M  3M  Health  Information  System 
AAHKS  American  Association  of  Hip  and 
Knee  Surgeons 

AAMC  Association  of  American  Medical 
Colleges 

ACGME  Accreditation  Council  for  Graduate 
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Community 

AHIMA  American  Health  Information 
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AHRQ  Agency  for  Healthcare  Research  and 
Quality 

ALOS  Average  length  of  stay 
ALTHA  Acute  Long  Term  Hospital 
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AMA  American  Medical  Association 
AMGA  American  Medical  Group 
Association 

AOA  American  Osteopathic  Association 
APR  DRG  All  Patient  Refined  Diagnosis 
Related  Group  System 
ARRA  American  Recovery  and 
Reinvestment  Act  of  2009,  Public  Law 
111-5 

ASC  Ambulatory  surgical  center 
ASCA  Administrative  Simplification 
Compliance  Act  of  2002,  Public  Law  107- 
105 

ASITN  American  Society  of  Interventional 
and  Therapeutic  Neuroradiology 
BBA  Balanced  Budget  Act  of  1997,  Public 
Law  105—33 

BBRA  Medicare,  Medicaid,  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement 
Act  of  1999,  Public  Law  106-113 
BIPA  Medicare,  Medicaid,  and  SCHIP  [State 
Children’s  Health  Insurance  Program] 
Benefits  Improvement  and  Protection  Act 
of  2000,  Public  Law  106-554 
BLS  Bureau  of  Labor  Statistics 
CAH  Critical  access  hospital 
CARE  [Medicare]  Continuity  Assessment 
Record  &  Evaluation  [Instrument] 

CART  CMS  Abstraction  &  Reporting  Tool 
CBSAs  Core-based  statistical  areas 
CC  Complication  or  comorbidity 
CCR  Cost-to-charge  ratio 
CDAC  [Medicare]  Clinical  Data  Abstraction 
Center 

CDAD  Clostridium  difficile-associated 
disease 

CIPI  Capital  input  price  index 
CMI  Case-mix  index 
CMS  Centers  for  Medicare  &  Medicaid 
Services 

CMSA  Consolidated  Metropolitan 
Statistical  Area 

COBRA  Consolidated  Omnibus 
Reconciliation  Act  of  1985,  Public  Law  99- 
272 

COLA  Cost-of-living  adjustment 
CoP  [Hospital]  condition  of  participation 
CPI  Consumer  price  index 
CY  Calendar  year 


DPP  Disproportionate  patient  percentage 
DRA  Deficit  Reduction  Act  of  2005,  Public 
Law  109-171 

DRG  Diagnosis-related  group 
DSH  Disproportionate  share  hospital 
ECI  Employment  cost  index 
EMR  Electronic  medical  record 
EMTALA  Emergency  Medical  Treatment 
and  Labor  Act  of  1986,  Public  Law  99-272 
FAH  Federation  of  Hospitals 
FDA  Food  and  Drug  Administration 
FFY  Federal  fiscal  year 
FHA  Federal  Health  Architecture 
FIPS  Federal  information  processing 
standards 

FQHC  Federally  qualified  health  center 
FTE  Full-time  equivalent 
FY  Fiscal  year 

GAAP  Generally  Accepted  Accounting 
Principles 

GAF  Geographic  Adjustment  Factor 
GME  Graduate  medical  education 
HACs  Hospital-acquired  conditions 
HCAHPS  Hospital  Consumer  Assessment  of 
Healthcare  Providers  and  Systems 
HCFA  Health  Care  Financing 
Administration 
HCO  High-cost  outlier 
HCRIS  Hospital  Cost  Report  Information 
System 

HHA  Home  health  agency 
HHS  Department  of  Health  and  Human 
Services 

HIPAA  Health  Insurance  Portability  and 
Accountability  Act  of  1996,  Public  Law 
104-191 

HIPC  Health  Information  Policy  Council 
HIS  Health  information  system 
HIT  Health  information  technology 
HMO  Health  maintenance  organization 
HPMP  Hospital  Payment  Monitoring 
Program 

HSA  Health  savings  account 
HSCRC  [Maryland]  Health  Services  Cost 
Review  Commission 
HSRV  Hospital-specific  relative  value 
HSRVcc  Hospital-specific  relative  value 
cost  center 

HQA  Hospital  Quality  Alliance 
HQI  Hospital  Quality  Initiative 
HwH  Hospital-within-a-hospital 
ICD-9-CM  International  Classification  of 
Diseases,  Ninth  Revision,  Clinical 
Modification 

ICD-10-CM  International  Classification  of 
Diseases,  Tenth  Revision,  Clinical 
Modification 

ICD-10-PCS  International  Classification  of 
Diseases,  Tenth  Revision,  Procedure 
Coding  System 

ICR  Information  collection  requirement 
IHS  Indian  Health  Service 
IME  Indirect  medical  education 
1-0  Input-Output 
IOM  Institute  of  Medicine 
IPF  Inpatient  psychiatric  facility 
IPPS  [Acute  care  hospital]  inpatient 
prospective  payment  system 
IRF  Inpatient  rehabilitation  facility 
LAMCs  Large  area  metropolitan  counties 
LOS  Length  of  stay 

LTC-DRG  Long-term  care  diagnosis-related 
group 

LTCH  Long-term  care  hospital 

MA  Medicare  Advantage 

MAC  Medicare  Administrative  Contractor 
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MCC  Major  complication  or  comorbidity 
MCE  Medicare  Code  Editor 
MCO  Managed  care  organization 
MCV  Major  cardiovascular  condition 
MDC  Major  diagnostic  category 
MDH  Medicare-dependent,  small  rural 
hospital 

MedPAC  Medicare  Payment  Advisory 
Commission 

MedPAR  Medicare  Provider  Analysis  and 
Review  File 

MEI  Medicare  Economic  Index 
MGCRB  Medicare  Geographic  Classification 
Review  Board 

MIEA— TRHCA  Medicare  Improvements  and 
Extension  Act,  Division  B  of  the  Tax  Relief 
and  Health  Care  Act  of  2006,  Public  Law 

109- 432 

MIPPA  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008,  Public  Law 

110- 275 

MMA  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003,  Public  Law  108-173 
MMSEA  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007,  Public  Law  110-173 
MPN  Medicare  provider  number 
MRHFP  Medicare  Rural  Hospital  Flexibility 
Program 

MRSA  Methicillin-resistant  Staphylococcus 
aureus 

MSA  Metropolitan  Statistical  Area 
MS-DRG  Medicare  severity  diagnosis- 
related  group 

MS-LTC-DRG  Medicare  severity  long-term 
care  diagnosis-related  group 
NAICS  North  American  Industrial 
Classification  System 

NALTH  National  Association  of  Long  Term 
Hospitals 

NCD  National  coverage  determination 
NCHS  National  Center  for  Health  Statistics 
NCQA  National  Committee  for  Quality 
Assurance 

NCVHS  National  Committee  on  Vital  and 
Health  Statistics 

NECMA  New  England  County  Metropolitan 
Areas 

NQF  National  Quality  Forum 
NTIS  National  Technical  Information 
Service 

NTTAA  National  Technology  Transfer  and 
Advancement  Act  of  19Q1  (Pub.  L.  104- 
113) 

NVHRI  National  Voluntary  Hospital 
Reporting  Initiative 
OACT  [CMS’]  Office  of  the  Actuary 
OBRA  86  Omnibus  Budget  Reconciliation 
Act  of  1996,  Public  Law  99-509 
OES  Occupational  employment  statistics 
OIG  Office  of  the  Inspector  General 
OMB  Executive  Office  of  Management  and 
Budget 

OPM  U.S.  Office  of  Personnel  Management 
O.R.  Operating  room 
OSCAR  Online  Survey  Certification  and 
Reporting  [System] 

PIP  Periodic  interim  payment 
PLI  Professional  liability  insurance 
PMSAs  Primary  metropolitan  statistical 
areas 

POA  Present  on  admission 
PPI  Producer  price  index 
PPS  Prospective  payment  system 
PRM  Provider  Reimbursement  Manual 
ProPAC  Prospective  Payment  Assessment 
Commission 


PRRB  Provider  Reimbursement  Review 
Board 

PSF  Provider-Specific  File 
PS&R  Provider  Statistical  and 
Reimbursement  (System) 

QIG  Quality  Improvement  Group,  CMS 
QIO  Quality  Improvement  Organization 
RCE  Reasonable  compensation  equivalent  • 
RHC  Rural  health  clinic 
RHQDAPU  Reporting  hospital  quality  data 
for  annual  payment  update 
RNHCI  Religious  nonmedical  health  care 
institution 

RPL  Rehabilitation  psychiatric  long-term 
care  (hospital) 

RRC  Rural  referral  center 
RTI  Research  Triangle  Institute, 
International 

RUCAs  Rural-urban  commuting  area  codes 
RY  Rate  year 

SAF  Standard  Analytic  File 
SGH  Sole  community  hospital 
SFY  State  fiscal  year 
SIC  Standard  Industrial  Classification 
SNF  Skilled  nursing  facility 
SOCs  Standard  occupational  classifications 
SOM  State  Operations  Manual 
SSO  Short-stay  outlier 
TEFRA  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982,  Public  Law  97- 
248 

TEP  Technical  expert  panel 
TMA  TMA  [Transitional  Medical 
Assistance],  Abstinence  Education,  and  QI 
[Qualifying  Individuals]  Programs 
Extension  Act  of  2007,  Public  Law  110-90 
TJA  Total  joint  arthroplasty 
UHDDS  Uniform  hospital  discharge  data  set 
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of  tabor  and  Delivery  Patient  Days  in  the 
Medicare  DSH  Calculation 

a.  Background 

b.  Proposed  and  Final  Policy  Change 

3.  Policy  Change  Relating  to  Calculation  of 
Inpatient  Days  in  the  Medicaid  Fraction 
in  the  Medicare  DSH  Calculation 

a.  Background 

b.  Proposed  and  Final  Policy  Change 

4.  Policy  Change  Relating  to  the  Exclusion 
of  Observation  Beds  and  Patient  Days 
from  the  Medicare  DSH  Calculation 

a.  Background 

h.  Proposed  and  Final  Poliey  Change 

5.  Public  Comments  Received  Out  of  the 
Scope  of  the  Proposed  Rule 

F.  Technical  Correction  to  Regulations  on 
Payments  for  Anesthesia  Services 
Furnished  by  Hospital  or  CAH  Employed 
Nonphysician  Anesthetists  or  Obtained 
Under  Arrangements 

G.  Payments  for  Direct  Graduate  Medical 
Education  (GME)  Costs 

1.  Background 

2.  Clarification  of  Definition  of  New 
Medical  Residency  Training  Program 

3.  Participation  of  New  Teaching  Hospitals 
in  Medicare  GME  Affiliated  Groups 

4.  Technical  Corrections  to  Regulations  * 

H.  Hospital  Emergency  Services  Under 
EMTALA 

I.  Background 

2.  Changes  Relating  to  Applicability  of 
Sanctions  Under  EMTALA 

I.  Rural  Community  Hospital 
Demonstration  Program 

J.  Technical  Correction  to  Regulations 
Relating  to  Calculation  of  the  Federal 
Rate  Under  the  IPPS 

VI.  Changes  to  the  IPPS  for  Capital-Related 
Costs 

A.  Overview 

B.  Exception  Payments 

C.  New  Hospitals 

D.  Hospitals  Located  in  Puerto  Rico 

E.  Proposed  and  Final  Changes 

1.  FY  2010  MS-DRG  Documentation  and 
Coding  Adjustment 


a.  Background  on  the  Prospective  MS-DRG 
Documentation  and  Coding  Adjustments 
for  FY  ?008  and  FY  2009 

b.  Prospective  MS-DRG  Documentation 
and  Coding  Adjustment  to  the  National 
Capital  Federal  Rate  for  FY  2010  and 
Subsequent  Years 

c.  Documentation  and  Coding  Adjustment 
to  the  Puerto  Rico-Specific  Capital  Rate 

2.  Revision  to  the  FY  2009  IME  Adjustment 
Factor 

3.  Other  Changes  for  FY  2010 

VII.  Changes  for  Hospitals  Excluded  From  the 
IPPS 

A.  Excluded  Hospitals 

B.  Criteria  for  Satellite  Facilities  of 
Hospitals 

C.  Critical  Access  Hospitals  (CAHs) 

1.  Background 

2.  Payment  for  Clinical  Diagnostic 
Laboratory  Tests  Furnished  by  CAHs 

3.  CAH  Optional  Method  of  Payment  for 
Outpatient  Services 

4.  Continued  Participation  by  CAHs  in 
Counties  Redesignated  as  Urban 

D.  Provider-Based  Status  of  Facilities  and 
Organizations:  Policy  Changes 

1.  Background 

2.  Changes  to  the  Scope  of  the  Provider- 
Based  Status  Regulations  for  CAHs 

a.  CAH-Based  Clinical  Diagnostic 
Laboratory  Facilities 

b.  CAH-Based  Ambulance  Services 

3.  Technical  Correction  to  Regulations 

E.  Report  of  Adjustment  (Exceptions) 
Payments 

VIII.  Changes  to  the  Long-Term  Care  Hospital 
Prospective  Payment  System  (LTCH  PPS) 
for  RY  2010 

A.  Background  of  the  LTCH  PPS 

1.  Legislative  and  Regulatory  Authority 

2.  Criteria  for  Classification  as  a  LTCH 

a.  Classification  as  a  LTCH 

b.  Hospitals  Excluded  From  the  LTCH  PPS 

3.  Limitation  on  Charges  to  Beneficiaries 

4.  Administrative  Simplification 
Compliance  Act  (ASCA)  and  Jiealth 
Insurance  Portability  and  Accountability 
Act  (HIPAA)  Compliance 

B.  Medicare  Severity  Long-Term  Care 
Diagnosis-Related  Group  (MS-LTC- 
DRG)  Classifications  and  Relative 
Weights 

1.  Background 

2.  Patient  Classifications  Into  MS-LTC- 
DRGs 

a.  Background 

b.  Changes  to  the  MS-LTC-DRGs  for  RY 
2010 

3.  Development  of  the  RY  2010  MS-LTC- 
DRG  Relative  Weights 

a.  General  Overview  of  the  Development  of 
the  MS-LTC-DRG  Relative  Weights 

b.  Data 

c.  Hospital-Specific  Relative  Value  (HSRV) 
Methodology 

d.  Treatment  of  Severity  Levels  in 
Developing  the  MS-LTC-DRG  Relative 
Weights 

e.  Low-Volume  MS-LTC-DRGs 

f.  Steps  for  Determining  the  RY  2010  MS- 
LTC-DRG  Relative  Weights 

C.  Changes  to  the  LTCH  Payment  Rates  and 
Other  Changes  to  the  RY  2010  LTCH  PPS 

1.  Overview  of  Development  of  the  LTCH 
Payment  Rates 


2.  Market  Basket  for  LTCHs  Reimbursed 
Under  the  LTCH  PPS 

a.  Overview 

b.  Market  Basket  Under  the  LTCH  PPS  for 
RY  2010 

c.  Market  Basket  Update  for  LTCHs  for  RY 
2010 

d.  Labor-Related  Share  Under  the  LTCH 
PPS  for  RY  2010 

3.  Adjustment  for  Changes  in  LTCHs’  Case- 
Mix  Due  to  Changes  in  Documentation 
and  Coding  Practices  That  Occurred  in  a 
Prior  Period 

a.  Background 

b.  Evaluation  of  FY  2007  Claims  Data 

c.  Evaluation  of  FY  2008  Claims  Data 

d.  RY  2010  Documentation  and  Coding 
Adjustment 

D.  Technical  Corrections  of  LTCH  PPS 
Regulations 

IX.  Revisions  to  the  FY  2009  Medicare 

„  Severity  Long-Term  Care  Diagnosis- 
Related  Group  (MS-LTC-DRG)  Relative 
Weights:  Finalization  of  an  Interim  Final 
Rule  With  Comment  Period 

A.  Overview 

B.  Changes  to  the  FY  2009  MS-LTC-DRG 
Relative  Weights 

C.  Summary  of  Public  Comments  Received 
on  the  June  3,  2009  Interim  Final  Rule 
With  Comment  Period  and  Our 
Responses 

D.  Finalization  of  the  June  3,  2009  Interim 
Final  Rule  With  Comment  Period 

E.  Regulatory  Impact  Analysis  for  the  June 
3,  2009  Interim  Final  Rule  With 
Comment  Period 

X.  Finalization  of  Two  Interim  Final  Rules 

With  Comment  Period  That 
Implemented  Certain  Provisions  of 
Section  114  of  the  Medicare,  Medicaid, 
and  SCHIP  Extension  Act  of  2007  (Pub. 

L.  110-173)  Relating  to  Payments  to 
LTCHs  and  LTCH  Satellite  Facilities 

A.  Background 

B.  May  6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Section  114(c)(3)  of  the 
MMSEA  Regarding  Certain  Short-Stay 
Outlier  Cases 

1.  Background 

2.  Public  Comments  Received  on  the  May 
6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Section  114(c)(3)  of  the 
MMSEA 

C.  May  6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Sections  114(e)(1)  and 
(e)(2)  of  the  MMSEA  Regarding  the 
Standard  Federal  Rate  for  the  2008  LTCH 
PPS  Rate  Year 

1.  Background 

2.  Public  Comments  Received  on  the  May 
6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Sections  114(e)(1)  and 
(e)(2)  of  the  MMSEA 

D.  May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Provision 
Implementing  Sections  114(c)(1)  and 
(c)(2)  of  the  MMSEA  Regarding  Payment 
Adjustment  to  LTCHs  and  LTCH 
Satellite  Facilities 

1.  Background 
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2.  Payment  Adjustment  to  LTCHs  and 
LTCH  Satellite  Facilities  Specified  by 
Section  114(c)  of  the  MMSEA 

3.  Public  Comments  Received  on  the  May 
22,  2008  Interim  Final  Rule  With 
Comment  Period  Implementing  Section 
114(c)(1)  and  (c)(2)  of  the  MMSEA 
Regarding  Payment  Adjustment  to 
LTCHs  and  LTCH  Satellite  Facilities 

E.  May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Section  114(b)  of  the 
MMSEA  Regarding  Moratorium  on  the 
Establishment  of  LTCHs,  LTCH  Satellite 
Facilities  and  on  the  Increase  in  Number 

.  of  Beds  in  Existing  LTCHs  or  LTCH 
Satellite  Facilities 

1.  Background 

2.  Provisions  of  the  May  22,  2008  Interim 
Final  Rule  With  Comment  Period 
Implementing  Section  114(d)  of  the 
MMSEA  That  Established  Moratoria  on 
New  LTCHs  and  LTCH  Satellite 
Facilities  and  on  Bed  Increases  in 
Existing  LTCHs  and  LTCH  Satellite 
Facilities 

3.  Public  Comments  Received  on  the  on  the 
May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  the  Exception  to  the 
Moratorium  on  the  Increase  in  Number 
of  LTCHs  Beds  in  Existing  LTCHs  and 
LTCH  Satellite  Facilities 

XI.  Interim  Final  Rule  with  Comment  Period 

Implementing  Section  4302  of  the 
American  Recovery  and  Reinvestment  . 
Act  of  2009  (Pub.  L.  111-5)  Relating  to 
Payments  to  LTCHs  and  LTCH  Satellite 
Facilities 

A.  Background 

B.  Amendments  Relating  to  Payment 
Adjustment  to  LTCHs  and  LTCH 
Satellite  Facilities  Made  by  Section  4302 
of  the  ARRA 

C.  Amendments  to  the  Moratorium  on  the 
Increase  in  Number  of  Beds  in  Existing 
LTCHs  or  LTCH  Satellite  Facilities  Made 
by  Section  4302  of  the  ARRA 

D.  Response  to  Comments 

E.  Waiver  of  Proposed  Rulemaking 

F.  Collection  of  Information  Requirements 

G.  Regulatory  Impact  Analysis 

XII.  MedPAC  Recommendations 

XIII.  Other  Required  Information 

A.  Requests  for  Data  From  the  Public 

B.  Collection  of  Information  Requirements 

C.  Additional  Information  Collection 
Requirements 

1.  Present  on  Admission  (POA)  Indicator 
Reporting 

2.  Add-On  Payments  for  New  Services  and 
Technologies 

3.  Reporting  of  Hospital  Quality  Data  for 
Annual  Hospital  Payment  Update 

4.  Occupational  Mix  Adjustment  to  the  FY 
2010  Index  (Hospital  Wage  Index 
Occupational  Mix  Survey) 

5.  Hospital  Applications  for  Geographic 
Reclassifications  by  the  MGCRB 


Regulation  Text 

Addendum — Schedule  of  Standardized 
Amounts,  Update  Factors,  and  Rate-of- 
Increase  Percentages  Effective  With  Cost 
Reporting  Periods  Beginning  on  or  after 
October  1,  2009 

I.  Summary  and  Background 

II.  Changes  to  the  Prospective  Payment  Rates 

for  Hospital  Inpatient  Operating  Costs  for 
Acute  Care  Hospitals  for  FY  2010 

A.  Calculation  of  the  Adjusted 
Standardized  Amount 

B.  Adjustments  for  Area  Wage  Levels  and 
Cost-of-Living 

C.  MS-DRG  Relative  Weights 

D.  Calculation  of  the  Prospective  Payment 
Rates 

III.  Changes  to  Payment  Rates  for  Acute  Care 

Hospital  Inpatient  Capital-Related  Costs 
for  FY  2010 

A.  Determination  of  Federal  Hospital 
Inpatient  Capital-Related  Prospective 
Payment  Rate  Update 

B.  Calculation  of  the  Inpatient  Capital- 
Related  Prospective  Payments  for  FY 
2010 

C.  Capital  Input  Price  Index 

IV.  Changes  to  Payment  Rates  for  Certain 

Excluded  Hospitals:  Rate-of-Increase 
Percentages 

V.  Changes  to  the  Payment  Rates  for  the 

LTCH  PPS  for  RY  2010 

A.  LTCH  PPS  Standard  Federal  Rate  for  RY 
2010 

B.  Adjustment  for  Area  Wage  Levels  Under 
the  LTCH  PPS  for  RY  2010 

C.  Adjustment  for  LTCH  PPS  High-Cost 
Outlier  (HCO)  Cases 

D.  Computing  the  Adjusted  LTCH  PPS 
Federal  Prospective  Payments  for  RY 
2010 

VI.  Tables 

Table  1A. — National  Adjusted  Operating 
Standardized  Amounts,  Labor/Nonlabor 
(68.8  Percent  Labor  Share/31.2  Percent 
Nonlabor  Share  If  Wage  Index  Is  Greater 
Than  1) 

Table  IB. — National  Adjusted  Operating 
Standardized  Amounts,  Labor/Nonlabor 
(62  Percent  Labor  Share/38  Percent 
Nonlabor  Share  If  Wage  Index  Is  Less 
Than  or  Equal  to  1) 

Table  1C. — Adjusted  Operating 
Standardized  Amounts  for  Puerto  Rico, 
Labor/Nonlabor 

Table  ID. — Capital  Standard  Federal 
Payment  Rate 

Table  IE. — LTCH  Standard  Federal 
Prospective  Payment  Rate 
Table  2. — Acute  Care  Hospitals  Case  Mix 
Indexes  for  Discharges  Occurring  in 
Federal  Fiscal  Year  2008;  Hospital  Wage 
Indexes  for  Federal  Fiscal  Year  2010; 
Hospital  Average  Hourly  Wages  for 
Federal  Fiscal  Years  2008  (2004  Wage 
Data),  2009  (2005  Wage  Data),  and  2010 
(2006  Wage  Data);  and  3-Year  Average  of 
Hospital  Average  Hourly  Wages 
Table  3A. — FY  2010  and  3-Year  Average 
Hourly  Wage  for  Acute  Care  Hospitals  in 
Urban  Areas  by  CBSA 
Table  3B. — FY  2010  and  3-Year  Average 
Hourly  Wage  for  Acute  Care  Hospitals  in 
Rural  Areas  by  CBSA 
Table  4 A. — Wage  Index  and  Capital 
Geographic  Adjustment  Factor  (GAF)  for 


Acute  Care  Hospitals  in  Urban  Areas  by 
CBSA  and  by  State — FY  2010 
Table  4B. — Wage  Index  and  Capital 
Geographic  Adjustment  Factor  (GAF)  for 
Acute  Care  Hospitals  in  Rural  Areas  by 
CBSA  and  by  State — FY  2010 
Table  4C. — Wage  Index  and  Capital 
Geographic  Adjustment  Factor  (GAF)  for 
Acute  Care  Hospitals  That  Are 
Reclassified  by  CBSA  and  by  State — FY 
2010 

Table  4D-1. — Rural  Floor  Budget 
Neutrality  Factors  for  Acute  Care 
Hospitals — FY  2010 
Table  4D-2. — Urban  Areas  With  Acute 
Care  Hospitals  Receiving  the  Statewide 
Rural  Floor  or  Imputed  Floor  Wage 
Index — FY  2010 

Table  4E. — Urban  CBSAs  and  Constituent 
Counties  for  Acute  Care  Hospitals — FY 
2010 

Table  4F. — Puerto  Rico  Wage  Index  and 
Capital  Geographic  Adjustment  Factor 
(GAF)  for  Acute  Care  Hospitals  by 
CBSA— FY  2010 

Table  4J. — Out-Migration  Adjustment  for 
Acute  Care  Hospitals — FY  2010 
Table  5. — List  of  Medicare  Severity 
Diagnosis-Related  Groups  (MS-DRGs), 
Relative  Weighting  Factors,  and 
Geometric  and  Arithmetic  Mean  Length 
of  Stay— FY  2010 
Table  6A. — New  Diagnosis  Codes 
Table  6B. — New  Procedure  Codes 
Table  6C. — Invalid  Diagnosis  Codes 
Table  6D. — Invalid  Procedure  Codes 
Table  6E. — Revised  Diagnosis  Code  Titles 
Table  6F. — Revised  Procedure  Code  Titles 
Table  6G. — Additions  to  the  CC  Exclusions 
List  (Available  Through  the  Internet  on 
the  CMS  Web  site  at:  http:// 
wrww.cms.hhs.gov/AcuteInpatientPPS/ ) 
Table  6H. — Deletions  from  the  CC 
Exclusions  List  (Available  through  the 
Internet  on  the  CMS  Web  site  at: 
h  ttp  ://www.  cms.hhs.gov/ 
AcutelnpatientPPS /] 

Table  61.— Complete  List  of  Complication 
and  Comorbidity  (CC)  Exclusions 
(Available  only  through  the  Internet  on 
the  CMS  Web  site  at: 
http.Vwww.cms.hhs.gov/ 
AcutelnpatientPPS /) 

Table  6J. — Major  Complication  and 
Comorbidity  (MCC)  List  (Available 
through  the  Internet  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/ 
AcutelnpatientPPS /] 

Table  6K. — Complication  and  Comorbidity 
(CC)  List  (Available  through  the  Internet 
on  the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/AcuteInpatientPPS/) 
Table  7A. — Medicare  Prospective  Payment 
System  Selected  Percentile  Lengths  of 
Stay:  FY  2008  MedPAR  Update — March 
2009  GROUPER  V26.0  MS-DRGs 
Table  7B. — Medicare  Prospective  Payment 
System  Selected  Percentile  Lengths  of 
Stay:  FY  2008  MedPAR  Update — March 
2009  GROUPER  V27.0  MS-DRGs 
Table  8A. — Statewide  Average  Operating 
Cost-to-Charge  Ratios  (CCRs)  for  Acute 
Care  Hospitals — July  2009 
Table  8B. — Statewide  Average  Capital 
Cost-to-Charge  Ratios  (CCRs)  for  Acute 
Care  Hospitals — July  2009 
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Table  8C. — Statewide  Average  Total  Cost- 
to-Charge  Ratios  (CCRs)  for  LTCHs — July 
2009 

Table  9A. — Hospital  Reclassifications  and 
Redesignations — FY  2010 

Table  9C. — Hospitals  Redesignated  as 
Rural  Under  Section  1886(d)(8)(E)  of  the 
Act— FY  2010 

.Table  10. — Geometric  Mean  Plus  the  Lesser 
of  .75  of  the  National  Adjusted  Operating 
Standardized  Payment  Amount 
(Increased  to  Reflect  the  Difference 
Between  Costs  and  Charges)  or  .75  of 
One  Standard  Deviation  of  Mean  Charges 
by  Medicare  Severity  Diagnosis-Related 
Groups  (MS-DRGs) — July  2009 

Table  11. — MS— LTC-DRGs,  Relative 
Weights,  Geometric  Average  Length  of 
Stay,  and  Short-Stay  Outlier  Threshold 
for  Discharges  Occurring  From  October 
1,  2009  Through  September  30,  2010 
under  the  LTCH  PPS 

Table  12A. — LTCH  PPS  Wage  Index  for 
Urban  Areas  for  Discharges  Occurring 
From  October  1,  2009  Through 
September  30,  2010 

Table  12B. — LTCH  PPS  Wage  Index  for 
Rural  Ares  for  Discharges  Occurring 
From  October  1,  2009  Through 
September  30,  2010 

Appendix  A — Regulatory  Impact  Analysis 

I.  Overall  Impact 

II.  Objectives  of  the  IPPS 

*  III.  Limitations  of  Our  Analysis 

IV.  Hospitals  Included  in  and  Excluded  From 

the  IPPS 

V.  Effects  on  Hospitals  Excluded  From  the 

IPPS 

VI.  Quantitative  Effects  of  the  Policy  Changes 

Under  the  IPPS  for  Operating  Costs 

A.  Basis  and  Methodology  of  Estimates 

B.  Analysis  of  Table  I 

C.  Effects  of  the  Changes  to  the  MS-DRG 
Reclassifications  and  Relative  Cost-Based 
Weights  (Column  1) 

D.  Effects  of  the  Application  of 
Recalibration  Budget  Neutrality  (Column 
2)  . 

E.  Effects  of  Wage  Index  Changes  (Column 

3) 

F.  Application  of  the  Wage  Budget 
Neutrality  Factor  (Column  4) 

G.  Combined  Effects  of  MS-DRG  and  Wage 
Index  Changes  (Column  5) 

H.  Effects  of  MGCRB  Reclassifications 
(Column  6) 

I.  Effects  of  the  Rural  Floor  and  Imputed  * 
Floor,  Including  the  Transition  to  Apply 
Budget  Neutrality  at  the  State  Level 
(Column  7) 

J.  Effects  of  the  Wage  Index  Adjustment  for 
Out-Migration  (Column  8) 

K.  Effects  of  All  Changes  (Column  9) 

L.  Effects  of  Policy  on  Payment 
Adjustments  for  Lov{-Volume  Hospitals 

M.  Impact  Analysis  of  Table  II 

VII.  Effects  of  Other  Policy  Changes 

A-  Effects  of  Policy  on  HACs,  Including 
Infections 

B.  Effects  of  Policy  Changes  Relating  to 
New  Medical  Service  and  Technology 
Add-On  Payments 

C.  Effects  of  Requirements  for  Hospital 
Reporting  of  Quality  Data  for  Annual 
Hospital  Payment  Update 


D.  Effects  of  Correcting  the  FY  2002-Based 
Hospital-Specific  Rates  for  MDHs 

E.  Effects  of  Policy  Changes  Relating  to  the 
Payment  Adjustment  to  Disproportionate 
Share  Hospitals 

F.  Effects  of  Policy  Revisions  Related  to 
Payments  to  Hospitals  for  Direct  GME 

G.  Effects  of  Policy  Changes  Relating  to 
Hospital  Emergency  Services  under 
EMTALA 

H.  Effects  of  Implementation  of  Rural 
Community  Hospital  Demonstration 
Program 

I.  Effects  of  Policy  Changes  Relating  to 
Payments  to  Satellite  Facilities 

J.  Effects  of  Policy  Changes  Relating  to 
Payments  to  CAHs 

K.  Effects  of  Policy  Changes  Relating  to 
Provider-Based  Status  of  Facilities  and 
Organizations 

VIII.  Effects  of  Changes  in  the  Capital  IPPS 

A.  General  Considerations 

B.  Results 

IX.  Effects  of  Payment  Rate  Changes  and 

Policy  Changes  Under  the  LTCH  PPS 

A.  Introduction  and  General 
Considerations 

B.  Impact  on  Rural  Hospitals 

C.  Anticipated  Effects  of  LTCH  PPS 
Payment  Rate  Change  and  Policy 
Changes 

D.  Effect  on  the  Medicare  Program 

E.  Effect  on  Medicare  Beneficiaries 

X.  Alternatives  Considered 

XI.  Overall  Conclusion 

A.  Acute  Care  Hospitals 

B.  LTCHs 

XII.  Accounting  Statements 

A.  Acute  Care  Hospitals 

B.  LTCHs 

XIII.  Executive  Order  12866 

Appendix  B — Recommendation  of  Update 
Factors  for  Operating  Cost  Rates  of  Payment 
for  Inpatient  Hospital  Services 

I.  Background 

II.  Inpatient  Hospital  Update  for  FY  2010 

III.  Secretary’s  Final  Recommendation 

IV.  MedPAC  Recommendation  for  Assessing 

Payment  Adequacy  and  Updating 
Payments  in  Traditional  Medicare 

I.  Background 

A.  Summary 

1 .  Acute  Care  Hospital  Inpatient 
Prospective  Payment  System  (IPPS) 
Section  1886(d)  of  the  Social  Security 
Act  (the  Act)  sets  forth  a  system  of 
payment  for  the  operating  costs  of  acute 
care  hospital  inpatient  stays  under 
Medicare  Part  A  (Hospital  Insurance) 
based  on  prospectively  set  rates.  Section 
1886(g)  of  the  Act  requires  the  Secretary 
to  pay  for  the  capital-related  costs  of 
hospital  inpatient  stays  under  a 
prospective  payment  system  (PPS). 
Under  these  PPSs,  Medicare  payment 
for  hospital  inpatient  operating  and 
capital-related  costs  is  made  at 
predetermined,  specific  rates  for  each 
hospital  discharge.  Discharges  are 
classified  according  to  a  list  of. 
diagnosis-related  groups  (DRGs). 


The  base  payment  rate  is  comprised  of 
a  standardized  amount  that  is  divided 
into  a  labor-related  share  and  a 
nonlabor-related  share.  The  labor- 
related  share  is  adjusted  by  the  wage 
index  applicable  to  the  area  where  the 
hospital  is  located.  If  the  hospital  is 
located  in  Alaska  or  Hawaii,  the 
nonlabor-related  share  is  adjusted  by  a 
cost-of-living  adjustment  factor.  This 
base  payment  rate  is  multiplied  by  the 
DRG  relative  weight. 

If  the  hospital  treats  a  high  percentage 
of  low-income  patients,  it  receives  a 
percentage  add-on  payment  applied  to 
the  DRG-adjusted  base  payment  rate. 

This  add-on  payment,  known  as  the 
disproportionate  share  hospital  (DSH) 
adjustment,  provides  for  a  percentage 
increase  in  Medicare  payments  to 
hospitals  that  qualify  under  either  of 
two  statutory  formulas  designed  to 
identify  hospitals  that  serve  a 
disproportionate  share  of  low-income 
patients.  For  qualifying  hospitals,  the 
amount  of  this  adjustment  may  vary 
based  on  the  outcome  of  the  statutory 
calculations. 

If  the  hospital  is  an  approved  teaching 
hospital,  it  receives  a  percentage  add-on 
payment  for  each  case  paid  under  the 
IPPS,  known  as  the  indirect  medical 
education  (IME)  adjustment.  This 
percentage  varies,  depending  on  the 
ratio  of  residents  to  beds. 

Additional  payments' may  be  made  for 
cases  that  involve  new  technologies  or 
medical  services  that  have  been 
approved  for  special  add-on  payments. 
To  qualify,  a  new  technology  or  medical 
service  must  demonstrate  that  it  is  a 
substantial  clinical  improvement  over 
technologies  or  services  otherwise 
available,  and  that,  absent  an  add, -on 
payment;  it  would  be  inadequately  paid 
under  the  regular  DRG  payment. 

The  costs  incurred  by  the  hospital  for 
a  case  are  evaluated  to  determine 
whether  the  hospital  is  eligible  for  an 
additional  payment  as  an  outlier  case. 
This  additional  payment  is  designed  to 
protect  the  hospital  from  large  financial 
losses  due  to  unusually  expensive  cases. 
Any  eligible  outlier  payment  is  added  to 
the  DRG-adjusted  base  payment  rate, 
plus  any  DSH,  IME,  and  new  technology 
or  medical  service  add-on  adjustments. 

Although  payments  to  most  hospitals 
under  the  IPPS  are  made  on  the  basis  of 
the  standardized  amounts,  some 
categories  of  hospitals  are  paid  in  whole 
or  in  part  based  on  their  hospital- 
specific  rate  based  on  their  costs  in  a 
base  year.  For  example,  sole  community 
hospitals  (SCHs)  receive  the  higher  of  a 
hospital-specific  rate  based  on  their 
costs  in  a  base  year  (the  highest  of  FY 
1982,  FY  1987,  FY  1996,  or  FY  2006)  or 
the  IPPS  Federal  rate  based  on  the 
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standardized  amount.  Through  and 
including  FY  2006,  a  Medicare- 
dependent,  small  rural  hospital  (MDH) 
received  the  higher  of  the  Federal  rate 
or  the  Federal  rate  plus  50  percent  of  the 
amount  by  which  the  Federal  rate  is 
exceeded  by  the  higher  of  its  FY  1982 
or  FY  1987  hospital-specific  rate.  As 
discussed  below,  for  discharges 
occurring  on  or  after  October  1,  2007, 
but  before  October  1 ,  201 1 ,  an  MDH  will 
receive  the  higher  of  the  Federal  rate  or 
the  Federal  rate  plus  75  percent  of  the 
amount  by  which  the  Federal  rate  is 
exceeded  by  the  highest  of  its  FY  1982, 
FY  1987,  or  FY  2002  hospital-specific 
rate.  SCHs  are  the  sole  source  of  care  in 
their  areas,  and  MDHs  are  a  major 
source  of  care  for  Medicare  beneficiaries 
in  their  areas.  Specifically,  section 
1886(d)(5)(D)(iii)  of  the  Act  defines  an 
SCH  as  a  hospital  that  is  located  more 
than  35  road  miles  from  another 
hospital  or  that,  by  reason  of  factors 
such  as  isolated  location,  weather 
conditions,  travel  conditions,  or  absence 
of  other  like  hospitals  (as  determined  by 
the  Secretary),  is  the  sole  source  of 
hospital  inpatient  services  reasonably 
available  to  Medicare  beneficiaries.  In  . 
addition,  certain  rural  hospitals 
previously  designated  by  the  Secretary 
as  essential  access  community  hospitals 
are  considered  SCHs.  Section 
1886(d)(5)(G)(iv)  of  the  Act  defines  an 
MDH  as  a  hospital  that  is  located  in  a 
rural  area,  has  not  more  than  100  beds, 
is  not  an  SCH,  and  has  a  high 
percentage  of  Medicare  discharges  (not 
less  than  60  percent  of  its  inpatient  days 
or  discharges  in  its  cost  reporting  year 
beginning  in  FY  1987  or  in  two  of  its 
three  most  recently  settled  Medicare 
cost  reporting  years).  Both  of  these 
categories  of  hospitals  are  afforded  this 
special  payment  protection  in  order  to 
maintain  access  to  services  for 
beneficiaries. 

Section  1886(g)  of  the  Act  requires  the 
Secretary  to  pay  for  the  capital-related 
costs  of  inpatient  hospital  services  “in 
accordance  with  a  prospective  payment 
system  established  by  the  Secretary.” 
The  basic  methodology  for  determining 
capital  prospective  payments  is  set  forth 
in  our  regulations  at  42  CFR  412.308 
and  412.312.  Under  the  capital  IPPS, 
payments  are  adjusted  by  die  same  DRG 
for  the  case  as  they  are  under  the 
operating  DPPS.  Capital  IPPS  payments 
are  also  adjusted  for  IME  and  DSH, 
similar  to  die  adjustments  made  under 
the  operating  IPPS.  In  addition, 
hospitals  may  receive  outlier  payments 
for  those  cases  that  have  unusually  high 
costs. 

The  existing  regulations  governing 
payments  to  hospitals  under  the  IPPS 


are  located  in  42  CFR  part  412,  subparts 
A  through  M. 

2.  Hospitals  and  Hospital  Units 
Excluded  From  the  IPPS 

Under  section  1886(d)(1)(B)  of  the 
Act,  as  amended,  certain  hospitals  and 
hospital  units  are  excluded  from  the 
IPPS.  These  hospitals  and  units  are: 
Rehabilitation  hospitals  and  units;  long¬ 
term  care  hospitals  (LTCHs);  psychiatric 
hospitals  and  units;  children’s  hospitals; 
and  cancer  hospitals.  Religious 
nonmedical  health  care  institutions 
(RNHCIs)  are  also  excluded  from  the 
IPPS.  Various  sections  of  the  Balanced 
Budget  Act  of  1997  (BBA,  Pub.  L.  105- 
33),  the  Medicare,  Medicaid  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement 
Act  of  1999  (BBRA,  Pub.  L.  106-113), 
and  the  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection 
Act  of  2000  (BIPA,  Pub.  L.  106-554) 
provide  for  the  implementation  of  PPSs 
for  rehabilitation  hospitals  and  units 
(referred  to  as  inpatient  rehabilitation 
facilities  (IRFs)),  LTCHs,  and  psychiatric 
hospitals  and  units  (referred  to  as 
inpatient  psychiatric  facilities  (IPFs)). 
(We  note  that  the  annual  updates  to  the 
LTCH  PPS  are  now  included  as  part  of 
the  IPPS  annual  update  document  (for 
RY  2010,  in  this  final  rule).  Updates  to 
the  IRF  PPS  and  IPF  PPS  are  issued  as 
separate  documents.)  Children’s 
hospitals,  cancer  hospitals,  and  RNHCIs 
continue  to  be  paid  solely  under  a 
reasonable  cost-based  system  subject  to 
a  rate-of-increase  ceiling  on  inpatient 
operating  costs  per  discharge. 

The  existing  regulations  governing 
payments  to  excluded  hospitals  and 
hospital  units  are  located  in  42  CFR 
parts  412  and  413. 

3.  Long-Term  Care  Hospital  Prospective 
Payment  System  (LTCH  PPS) 

The  Medicare  prospective  payment 
system  (PPS)  for  LTCHs  applies  to 
hospitals  described  in  section 
1886(d)(l)(B)(iv)  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2002.  The  LTCH  PPS  was 
established  under  the  authority  of 
sections  123(a)  and  (c)  of  Public  Law 
106-113  and  section  307(b)(1)  of  Public 
Law  106-554.  During  the  5-year 
(optional)  transition  period,  a  LTCH’s 
payment  under  the  PPS  was  based  on  an 
increasing  proportion  of  the  LTCH 
Federal  rate  with  a  corresponding 
_  decreasing  proportion  based  on 
reasonable  cost  principles.  Effective  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2006,  all  LTCHs  are 
paid  100  percent  of  the  Federal  rate.  The 
existing  regulations  governing  payment 
under  the  LTCH  PPS  are  located  in  42 


CFR  part  412,  subpart  O.  Beginning  with 
RY  2010,  we  are  issuing  the  annual 
updates  to  the  LTCH  PPS  in  the  same 
documents  that  update  the  IPPS  (73  FR 
26797  through  26798). 

4.  Critical  Access  Hospitals  (CAHs) 

Under  sections  1814(1),  1820,  and 

1834(g)  of  the  Act,  payments  are  made 
to  critical  access  hospitals  (CAHs)  (that 
is,  rural  hospitals  or  facilities  that  meet 
certain  statutory  requirements)  for 
inpatient  and  outpatient  services  are 
generally  based  on  101  percent  of 
reasonable  cost.  Reasonable  cost  is 
determined  under  the  provisions  of 
section  1861(v)(l)(A)  of  the  Act  and 
existing  regulations  under  42  CFR  parts 
413  and  415. 

5.  Payments  for  Graduate  Medical 
Education  (GME) 

Under  section  1886(a)(4)  of  the  Act, 
costs  of  approved  educational  activities 
are  excluded  from  the  operating  costs  of 
inpatient  hospital  services.  Hospitals 
with  approved  graduate  medical 
education  (GME)  programs  are  paid  for 
the  direct  costs  of  GME  in  accordance 
with  section  1886(h)  of  the  Act.  The 
amount  of  payment  for  direct  GME  costs 
for  a  cost  reporting  period  is  based  on 
the  hospital’s  number  of  residents  in 
that  period  and  the  hospital’s  costs  per 
resident  in  a  base  year.  The  existing 
regulations  governing  payments  to  the 
various  types  of  hospitals  are  located  in 
42  CFR  part  413. 

B.  Provisions  of  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of 2008  (MIPPA) 

Section  148  of  the  MIPPA  (Pub.  L. 
110-275)  changes  the  payment  rules 
regarding  outpatient  clinical  diagnostic 
laboratory  tests  furnished  by  a  CAH. 

The  statutory  change  applies  to  services 
furnished  on  or  after  July  1,  2009.  In 
section  VII.C.2.  of  the  preamble  of  the 
proposed  rule,  we  discussed  our 
proposal  to  codify  policies  in  the 
Medicare  regulations  to  implement  this 
provision.  In  section  VII.C.2.  of  this 
final  rule,  we  finalize  our  policies  in  the 
Medicare  regulations  to  implement  this 
provision. 

C.  Provisions  of  the  American  Recovery 
and  Reinvestment  Act  of 2009  (ARRA) 

Section  4301(b)  of  the  American 
Recovery  and  Reinvestment  Act  of  2009 
(AARA),  Pub.  Law  111-5,  enacted  on 
February  17,  2009,  requires  that  the 
phase-out  of  the  capital  IPPS  teaching 
adjustment  at  §  412.322(c)  (that  is,  the 
50-percent  reduction  for  FY  2009)  shall 
be  applied,  as  if  such  paragraph  had  not 
been  in  effect.  That  is,  discharges 
occurring  on  or  after  October  1,  2008, 
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through  September  30,  2009,  receive  the 
full  capital  IPPS  teaching  adjustment  as 
determined  under  §  412.322(b)  of  the 
regulations.  We  note  that,  in  this  final 
rule,  in  response  to  public  comments  on 
our  proposed  implementation  of  section 
4301(b)  of  the  ARRA,  we  are  deleting 
§  412.322(d)  of  the  existing  regulations 
which  currently  eliminates  the  teaching 
adjustment  beginning  in  FY  2010.  We 
discuss  the  implementation  of  these 
provisions  in  sections  VI.A.  and  E.2.  of 
the  preamble  of  this  final  rule. 

Section  4302  of  the  ARRA  included 
several  amendments  to  provisions  of 
section  114  of  the  MMSEA  relating  to: 

(1)  The  3-year  delay  in  the  application 
of  certain  provisions  of  the  payment 
adjustments  for  short-stay  outliers  and 
revision  to  the  RY  2008  standard 
Federal  rate  for  LTCHs;  and  (2)  the  3- 
year  moratorium  on  the  establishment  of 
new  LTCHs  and  LTCH  satellite  facilities 
and  on  increases  in  beds  in  existing 
LTCHs  and  LTCH  satellite  facilities.  We 
discuss  the  final  implementation  of 
these  provisions  in  sections  I.E.,  VIII., 
and  XI.  of  the  preamble  of  this  final 
rule. 

D.  Issuance  of  a  Notice  of  Proposed 
Rulemaking 

On  May  22,  2009,  we  published  in  the 
Federal  Register  (74  FR  24080)  a 
proposed  rule  that  set  forth  proposed 
changes  to  the  Medicare  IPPS  for 
operating  costs  and  for  capital-related 
costs  of  acute  care  hospitals  in  FY  2010. 
We  also  set  forth  proposed  changes 
relating  to  payments  for  IME  costs  and 
payments  to  certain  hospitals  and  units 
that  continue  to  be  excluded  from  the 
IPPS  and  paid  on  a  reasonable  cost 
basis.  In  addition,  we  set  forth  proposed 
changes  to  the  payment  rates,  factors, 
and  other  payment  rate  policies  under 
the  LTCH  PPS  for  RY  2010.  On  June  3, 
2009,  we  published  in  the  Federal 
Register  (74  FR  26600)  a  supplemental 
proposed  rule  (hereafter  referred  to  as 
the  “RY  2010  LTCH  PPS  supplemental 
proposed  rule”)  that  presented  both 
proposed  RY  2010  MS-LTC-DRG 
relative  weights  and  a  proposed  RY 
2010  high-cost  outlier  (HCO)  fixed-loss 
amount  based  on  the  revised  FY  2009 
MS-LTC-DRG  relative  weights 
presented  in  an  interim  final  rule  with 
comment  period  published  also  on  June 
3,  2009  in  the  Federal  Register  (74  FR 
26546). 

Below  is  a  summary  of  the  major 
changes  that  we  proposed  to  make: 

1.  Proposed  Changes  to  MS-DRG 
Classifications  and  Recalibrations  of 
Relative  Weights 

In  section  II.  of  the  preamble  of  this 
final  rule,  we  included — 


•  Proposed  changes  to  MS-DRG 
classifications  based  on  our  yearly 
review. 

•  Proposed  application  of  the 
documentation  and  coding  adjustment 
to  hospital-specific  rates  for  FY  2010 
resulting  from  implementation  of  the 
MS-DRG  system. 

•  A  discussion  of  the  Research 
Triangle  International,  Inc.  (RTI)  and 
RAND  Corporation  reports  and 
recommendations  relating  to  charge 
compression,  including  a  solicitation  of 
public  comments  on  the  ‘^over” 
standardization  of  hospital  charges. 

•  Proposed  recalibrations  of  the  MS- 
DRG  relative  weights. 

We  also  presented  a  listing  and 
discussion  of  hospital-acquired 
conditions  (HACs),  including  infections, 
that  are  subject  to  the  statutorily 
required  quality  adjustment  in  MS-DRG 
payments  for  FY  2010. 

We  presented  our  evaluation  and 
analysis  of  the  FY  2010  applicants  for 
add-on  payments  for  high-cost  new 
medical  services  and  technologies 
(including  public  input,  as  directed  by 
Pub.  L.  108-173,  obtained  in  a  town  hall 
meeting). 

2.  Proposed  Changes  to  the  Hospital 
Wage  Index  for  Acute  Care  Hospitals 

In  section  III.  of  the  preamble  to  the 
proposed  rule,  we  proposed  revisions  to 
the  wage  index  for  acute  care  hospitals 
and  the  annual  update  of  the  wage  data. 
Specific  issues  addressed  include  the 
following: 

•  Second  year  of  the  3-year  transition 
from  national  to  within-State  budget 
neutrality  for  the  rural  floor  and 
imputed  floor. 

•  Final  year  of  the  2-year  transition 
for  changes  in  the  average  hourly  wage 
criterion  for  geographic 
reclassifications. 

•  Changes  to  the  CBS  A  designations. 

•  The  proposed  FY  2010  wage  index 
update  using  wage  data  from  cost 
reporting  periods  that  began  during  FY 
2007. 

•  Analysis  and  implementation  of  the 
proposed  FY  2010  occupational  mix 
adjustment  to  the  wage  index  for  acute 
care  hospitals,  including  the  use  of  data 
from  the  2007-2008  occupational  mix 
survey. 

•  Proposed  revisions  to  the  wage 
index  for  acute  care  hospitals  based  on 
hospital  redesignations  and 
reclassifications. 

•  The  proposed  adjustment  to  the 
wage  index  for  acute  care  hospitals  for 
FY  2010  based  on  commuting  patterns 
of  hospital  employees  who  reside  in  a 
county  and  work  in  a  different  area  with 
a  higher  wage  index. 


•  The  timetable  for  reviewing  and 
verifying  the  wage  data  used  to  compute 
the  proposed  FY  2010  wage  index  for 
acute  care  hospitals. 

3.  Proposed  Rebasing  and  Revision  of 
the  Hospital  Market  Baskets  for  Acute 
Care  Hospitals 

In  section  IV.  of  the  preamble  of  the 
proposed  rule,  we  proposed  to  rebase 
and  revise  the  acute  care  hospital 
operating  and  capital  market  baskets  to 
be  used  in  developing  the  FY  2010 
update  factor  for  the  operating  and 
capital  prospective  payment  rates  and 
the  FY  2010  update  factor  for  the 
excluded  hospital  rate-of-increase 
limits.  We  also  set  forth  the  data  sources 
used  to  determine  the  proposed  revised 
market  basket  relative  weights. 

4.  Other  Decisions  and  Proposed 
Changes  to  the  IPPS  for  Operating  Costs 
and  GME  Costs 

In  section  V.  of  the  preamble  of  the 
proposed  rule,  we  discussed  a  number 
of.  the  provisions  of  the  regulations  in  42 
CFR  parts  412,  413,  and  489,  including 
the  following: 

•  The  reporting  of  hospital  quality 
data  as  a  condition  for  receiving  the  full 
annual  payment  update  increase. 

•  Discussion  of  applying  the  correct 
budget  neutrality  adjustment  for  the  FY 
2002-based  hospital-specific  rates  for 
MDHs. 

•  The  proposed  updated  national  and 
regional  case-mix  values  and  discharges 
for  purposes  of  determinihg  RRC  status. 

•  The  statutorily-required  IME 
adjustment  factor  for  FY  2010. 

•  Proposed  changes  to  the  policies 
governing  payments  to  Medicare 
disproportionate  share  hospitals, 
including  proposed  policies  relating  to 
the  inclusion  of  labor  and  delivery 
patient  days  in  the  calculation  of  the 
DSH  payment  adjustment,  calculation  of 
inpatient  days  in  the  Medicaid  fraction 
for  the  Medicare  DSH  calculation,  and 
exclusion  of  observation  beds  and 
patient  days  from  the  Medicare  DSH 
calculation  and  from  the  bed  count  for 
the  IME  adjustment. 

•  Proposed  changes  to  the  policies 
governing  payment  for  direct  GME. 

•  Proposed  changes  to  policies  on 
hospital  emergency  services  under 
EMTALA  relating  to  the  applicability  of 
sanctions  under  EMTALA. 

•  Discussion  of  the  implementation  of 
the  Rural  Community  Hospital 
Demonstration  Program  in  FY  2010. 

•  Proposed  technical  correction  to  the 
regulations  governing  the  calculation  of 
the  Federal  rate  under  the  IPPS. 
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5.  FY  2010  Policy  Governing  the  IPPS 
for  Capital-Related  Costs 

In  section  VI.  of  the  preamble  to  the 
proposed  rule,  we  discussed  the 
payment  policy  requirements  for 
capital-related  costs  and  capital 
payments  to  hospitals  for  FY  2010.  We 
also  proposed  to  remove  a  section  of  the 
regulations  relating  to  the  phase-out  of 
the  capital  IME  adjustment  for  FY  2009 
to  implement  the  provisions  of  section 
4301(b)  of  the  ARRA. 

6.  Proposed  Changes  to  the  Payment 
Rates  for  Certain  Excluded  Hospitals: 
Rate-of-Increase  Percentages 

In  section  VII.  of  the  preamble  of  the 
proposed  rule,  we  discussed — 

•  Proposed  changes  to  payments  to 
excluded  hospitals. 

•  Proposed  changes  to  the  regulations 
governing  satellite  facilities  of  hospitals. 

•  Proposed  changes  relating  to 
payments  to  CAHs,  including  payment 
for  clinical  laboratory  tests  furnished  by 
CAHs  and  payment  for  outpatient 
facility  services  when  a  CAH  elects  the 
optional  payment  method. 

•  Proposed  changes  to  the  rules 
governing  provider-based  status  of 
facilities  and  a  proposed  technical 
correction  to  the  regulations  governing 
provider-based  entities. 

7.  Proposed  Changes  to  the  LTCH  PPS 

In  section  VIII.A.  through  C.  and  F.  of 
the  preamble  of  the  proposed  rule,  we 
set  forth  proposed  changes  to  the 
payment  rates,  factors,  and  other 
payment  rate  policies  under  the  LTCH 
PPS  for  RY  2010,  including  the  annual 
update  of  the  MS-LTC-DRG 
classifications  and  relative  weights  for 
use  under  the  LTCH  PPS  for  RY  2010, 
the  proposed  use  of  the  FY  2002-based 
RPL  market  basket  for  LTCHs,  and 
proposed  technical  corrections  to  the 
LTCH  PPS  regulations. 

In  section  VIII.D.  of  the  preamble  of 
the  proposed  rule,  we  discussed  our 
ongoing  monitoring  protocols  under  the 
LTCH  PPS.  In  section  VIII.E.  of  the 
preamble  of  the  proposed  rule,  we 
discussed  the  Research  Triangle 
Institute,  International  (RTI)  Phase  III 
Report  on  its  evaluation  of  the 
feasibility  of  establishing  facility  and 
patient  criteria  for  LTCHs,  as 
recommended  by  MedPAC  in  its  June 
2004  Report  to  Congress. 

We  note  that,  because  we  did  not 
propose  any  policy  changes  relating  to 
our  present  activities  in  monitoring  and 
updates  on  the  RTI  contract,  we  are  not 
republishing  these  section  discussions 
in  this  final  rule.  We  did  receive  several 
public  comments  on  specific  aspects  of 
the  summary  of  RTFs  most  recent  work. 


These  comnienters  urged  CMS  not  to 
finalize  any  proposals  based  on  RTI’s 
Phase  III  report  until  the  public  has  had 
the  opportunity  to  review  the  report  and 
comment  on  its  findings.  We  regret  that 
RTFs  Phase  III  report  was  not  posted  on 
the  CMS  Web  site,  as  we  had  indicated 
in  our  proposed  rule.  The  report  will  be 
available  in  the  near  future  at  http:// 
www.cms.hhs.gov/LongTerm 
CareHopitalPPS/02a_ 
RTIReports.asptiTopOfPage.  Although 
we  did  not  propose  any  policies  based 
on  that  report,  we  can  assure  the  readers 
that  any  policies  that  we  believe  are 
appropriate  for  implementation  would 
be  subject  to  the  notice-and-comment 
rulemaking  process. 

8.  Determining  Proposed  Prospective 
Payment  Operating  and  Capital  Rate§ 
and  Rate-of-Increase  Limits  for  Acute 
Care  Hospitals 

In  the  Addendum  to  the  proposed 
rule,  we  set  forth  proposed  changes  to 
the  amounts  and  factors  for  determining 
the  proposed  FY  2010  prospective 
payment  rates  for  operating  costs  and 
capital-related  costs  for  acute  care 
hospitals.  We  also-  established  the 
proposed  threshold  amounts  for  outlier 
cases.  In  addition,  we  addressed  the 
proposed  update  factors  for  determining 
the  rate-of-increase  limits  for  cost 
reporting  periods  beginning  in  FY  2010 
for  hospitals  excluded  from  the  IPPS. 

9.  Determining  Proposed  Prospective 
Payment  Rates  for  LTCHs 

In  the  Addendum  to  the  proposed 
rule,  we  set  forth  proposed  changes  to 
the  amounts  and  factors  for  determining 
the  proposed  RY  2010  prospective 
standard  Federal  rate.  We  also 
established  the  proposed  adjustments 
for  wage  levels,  the  labor-related  share, 
the  cost-of-living  adjustment,  and  high- 
cost  outliers,  including  the  fixed-loss 
amount,  and  the  LTCH  cost-to-charge 
ratios  (CCRs)  under  the  LTCH  PPS.  _ 

10.  Impact  Analysis 

In  Appendix  A  of  the  proposed  rule, 
we  set  forth  an  analysis  of  the  impact 
that  the  proposed  changes  would  have 
on  affected  acute  care  hospitals  and 
LTCHs. 

11.  Recommendation  of  Update  Factors 
for  Operating  Cost  Rates  of  Payment  for 
Hospital  Inpatient  Services 

In  Appendix  B  of  the  proposed  rule, 
as  required  by  sections  1886(e)(4)  and 
(e)(5)  of  the  Act,  we  provided  our 
recommendations  of  the  appropriate 
percentage  changes  for  FY  2010  for  the 
following: 

•  A  single  average  standardized 
amount  for  all  areas  for  hospital 


inpatient  services  paid  under  the  IPPS 
for  operating  costs  of  acute  care 
hospitals  (and  hospital-specific  rates 
applicable  to  SCHs  and  MDHs). 

•  Target  rate-of-increase  limits  to  the 
allowable  operating  costs  of  hospital 
inpatient  services  furnished  by  certain 
hospitals  excluded  from  the  EPPS. 

•  The  standard  Federal  rate  for 
hospital  inpatient  services  furnished  by 
LTCHs. 

12.  Discussion  of  Medicare  Payment 
Advisory  Commission 
Recommendations 

Under  section  1805(b)  of  the  Act, 
MedPAC  is  required  to  submit  a  report 
to  Congress,  no  later  than  March  1  of 
each  year,  in  which  MedPAC  reviews 
and  makes  recommendations  on 
Medicare  payment  policies.  MedPAC’s 
March  2008  recommendations 
concerning  hospital  inpatient  payment 
policies  address  the  update  factor  for 
hospital  inpatient  operating  costs  and 
capital-related  Costs  under  the  IPPS,  for 
hospitals  and  distinct  part  hospital  units 
excluded  from  the  IPPS,  and  for  LTCHs'. 
We  addressed  these  recommendations 
in  Appendix  B  of  the  proposed  rule.  For 
further  information  relating  specifically 
to  the  MedPAC  March  2008  report  or  to 
obtain  a  copy  of  the  report,  contact 
MedPAC  at  (202)  220-3700  or  visit 
MedPAC’s  Web  site  at:  http:// 
www.medpac.gov. 

We  received  approximately  525 
timely  pieces  of  correspondence  from 
the  public  in  response  to  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
and  the  supplemental  proposed  rule. 

We  summarize  these  public  comments 
and  present  our  responses  under  the 
specific  subject  areas  of  this  final  rule. 

E.  Finalization  of  Interim  Final  Rule 
With  Comment  Period  That  Revised  the 
FY  2009  MS-LTC-DRG  Relative  Weights 

On  June  3,  2009,  we  issued  in  the 
Federal  Register  an  interim  final  rule 
with  comment  period  that  revised  the 
MS-LTC-DRG  relative  weights  for 
payments  under  the  LTCH  PPS.  We 
revised  the  MS-LTC-DRG  relative 
weights  for  FY  2009  due  to  the 
misapplication  of  our  established 
methodology  in  the  calculation  of  the 
budget  neutrality  factor.  The  revised 
relative  weights  are  effective  for  the 
remainder  of  FY  2009  (that  is,  from  June 
3,  2009  through  September  30,  2009). 
We  received  11  timely  pieces  of 
correspondence  from  the  public  in 
response  to  this  interim  final  rule  with 
comment  period.  In  section  IX.  of  the 
preamble  of  this  final  rule,  we 
summarize  these  public  comments, 
present  our  responses,  and  finalize  the 
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provisions  of  the  interim  final  rule  with 
comment  period. 

F.  Finalization  of  Two  LTCH  PPS 
Interim  Final  Rules  With  Comment 
Period  Issued  in  May  2008 

On  May  6,  2008  and  May  22,  2008,  we 
issued  in  the  Federal  Register  two 
interim  final  rules  with  comment  period 
relating  to  the  LTCH  PPS  (73  FR  24871 
and  73  FR  29699,  respectively),  which 
implement  section  114  of  Public  Law 
110-173  (MMSEA).  The  May  6,  2008 
interim  final  rule  with  comment  period 
implemented  provisions  of  section  114 
of  Public  Law  110-173  relating  to  a  3- 
year  delay  in  the  application  of  certain 
provisions  of  the  payment  adjustment 
for  short-stay  outliers  and  revisions  to 
the  RY  2008  standard  Federal  rate  for 
LTCHs.  The  May  22,  2008  interim  final 
rule  with  comment  period  implemented 
certain  provisions  of  section  114  of 
Public  Law  110-173  relating  to  a  3-year 
moratorium  on  the  establishment  of  new 
LTCHs  and  LTCH  satellite  facilities  and 
on  increases  in  beds  in  existing  LTCHs 
and  LTCH  satellite  facilities.  The  May 
22,  2008  interim  final  rule  with 
comment  period  also  implemented  a  3- 
year  delay  in  the  application  of  certain 
payment  policies  that  apply  to  payment 
adjustments  for  discharges  from  LTCHs 
and  LTCH  satellite  facilities  that  were 
admitted  from  certain  referring  hospitals 
in  excess  of  various  percentage 
thresholds. 

We  received  six  timely  pieces  of 
correspondence  from  the  public  in 
response  to  the  May  6,  2008  interim 
final  rule  with  comment  period.  We 
received  30  timely  pieces  of 
correspondence  from  the  public  in 
response  to  the  May  22,  2008  interim 
final  rule  with  comment  period.  In 
section  X.  of  the  preamble  of  this  final 
rule,  we  summarize  these  public 
comments,  present  our  responses,  and 
finalize  the  provisions  of  both  interim 
final  rules  with  comment  period,  as 
appropriate. 

G.  Interim  Final  Rule  With  Comment 
Period  That  Implements  Certain 
Provisions  of  the  ARRA  Relating  to 
Payments  to  LTCHs  and  LTCH  Satellite 
Facilities 

Section  4302  of  the  American 
Recovery  and  Reinvestment  Act  of  2009 
(ARRA,  Pub.  L.  111-5)  included  several 
amendments  to  section  1 14  of  Public 
Law  110-173  (MMSEA)  relating  to 
payments  to  LTCHs  and  LTCH  satellite 
facilities  that  are  discussed  under 
section  X.  of  the  preamble  of  this  final 
rule.  These  amendments  are  effective  as 
if  they  were  enacted  as  part  of  section 
114  of  Public  Law  110-173  (MMSEA). 
We  issued  instructions  to  the  fiscal 


intermediaries  and  Medicare 
administrative  contractors  (MACs)  to 
interpret  these  amendments  (Change 
Request  6444).  In  section  XI.  of  this 
document,  we  implement  the  provisions 
of  section  4302  of  Public  Law  111-5 
through  an  interim  final  rule  with 
comment  period.  Comments  on  this 
interim  final  rule  with  comment  period 
may  be  submitted  as  specified  in  the 
DATES  and  Comment  Period  sections  of 
this  document. 

II.  Changes  to  Medicare  Severity 
Diagnosis-Related  Group  (MS-DRG) 
Classifications  and  Relative  Weights 

A.  Background 

Section  1886(d)  of  the  Act  specifies 
that  the  Secretary  shall  establish  a 
classification  system  (referred  to  as 
DRGs)  for  inpatient  discharges  and 
adjust  payments  under  the  IPPS  based 
on  appropriate  weighting  factors 
assigned  to  each  DRG.  Therefore,  under 
the  IPPS,  we  pay  for  inpatient  hospital 
services  on  a  rate  per  discharge  basis 
that  varies  according  to  the  DRG  to 
which  a  beneficiary’s  stay  is  assigned. 
The  formula  used  to  calculate  payment 
for  a  specific  case  multiplies  an 
individual  hospital’s  payment  rate  per 
case  by  the  weight  of  the  DRG  to  which 
the  case  is  assigned.  Each  DRG  weight 
represents  the  average  resources 
required  to  care  for  cases  in  that 
particular  DRG,  relative  to  the  average 
resources  used  to  treat  cases  in  all 
DRGs. 

Congress  recognized  that" it  would  be 
necessary  to  recalculate  the  DRG 
relative  weights  periodically  to  account 
for  changes  in  resource  consumption. 
Accordingly,  section  1886(d)(4)(C)  of 
the  Act  requires  that  the  Secretary 
adjust  the  DRG  classifications  and 
relative  weights  at  least  annually.  These 
adjustments  are  made  to  reflect  changes 
in  treatment  patterns,  technology,  and 
any  other  factors  that  may  change  the 
relative  use  of  hospital  resources. 

B.  MS-DRG  Reclassifications 

1 .  General 

As  discussed  in  the  preamble  to  the 
FY  2008  IPPS  final  rule  with  comment 
period  (72  FR  47138),  we  focused  our 
efforts  in  FY  2008  on  making  significant 
reforms  to  the  IPPS  consistent  with  the 
recommendations  made  by  MedPAC  in 
its  “Report  to  the  Congress,  Physician- 
Owned  Specialty  Hospitals”  in  March 
2005.  MedPAC  recommended  that  the 
Secretary  refine  the  entire  DRG  system 
by  taking  severity  of  illness  into  account 
and  applying  hospital-specific  relative 


value  (HSRV)  weights  to  DRGs.1  We 
began  this  reform  process  by  adopting 
cost-based  weights  over  a  3-year 
transition  period  beginning  in  FY  2007 
and  making  interim  changes  to  the  DRG 
system  for  FY  2007  by  creating  20  new 
CMS  DRGs  and  modifying  32  other 
DRGs  across  13  different  clinical  areas 
involving  nearly  1.7  million  cases.  As 
described  in  more  detail  below,  these 
refinements  were  intermediate  steps 
towards  comprehensive  reform  of  both 
the  relative  weights  and  the  DRG  system 
as  we  undertook  further  study.  For  FY 
2008,  we  adopted  745  new  Medicare 
Severity  DRGs  (MS-DRGs)  to  replace 
the  CMS  DRGs.  We  refer  readers  to 
section  II.D.  of  the  FY  2008  IPPS  final 
rule  with  comment  period  for  a  full 
detailed  discussion  of  how  the  MS-DRG 
system,  based  on  severity  levels  of 
illness,  was  established  (72  FR  47141). 

Currently,  cases  are  classified  into 
MS-DRGs  for  payment  under  the  IPPS 
based  on  the  following  information 
reported  by  the  hospital:  the  principal 
diagnosis,  up  to  eight  additional 
diagnoses,  and  up  to  six  procedures 
performed  during  the  stay.  In  a  small 
number  of  MS-DRGs,  classification  is 
also  based  on  the  age,  sex,  and  discharge 
status  of  the  patient.  The  diagnosis  and 
procedure  information  is  reported  by 
the  hospital  using  codes  from  the 
International  Classification  of  Diseases, 
Ninth  Revision,  Clinical  Modification 
(ICD-9-CM). 

The  process  of  developing  the  MS- 
DRGs  was  begun  by  dividing  all 
possible  principal  diagnoses  into 
mutually  exclusive  principal  diagnosis 
areas,  referred  to  as  Major  Diagnostic 
Categories  (MDCs).  The  MDCs  were 
formulated  by  physician  panels  to 
ensure  that  the  DRGs  would  be 
clinically  coherent.  The  diagnoses  in 
each  MDC  correspond  to  a  single  organ 
system  or  etiology  and,  in  general,  are 
associated  with  a  particular  medical 
specialty.  Thus,  in  order  to  maintain  the 
requirement  of  clinical  coherence,  no 
final  MS-DRG  could  contain  patients  in 
different  MDCs.  For  example,  MDC  6  is 
Diseases  and  Disorders  of  the  Digestive 
System.  This  approach  is  used  because 
clinical  care  is  generally  organized  in 
accordance  with  the  organ  system 
affected.  However,  some  MDCs  are  not 
constructed  on  this  basis  because  they 
involve  multiple  organ  systems  (for 
example,  MDC  22  (Burns)).  For  FY  2009, 
cases  are  assigned  to  one  of  746  MS- 
DRGs  in  25  MDGs.  The  table  below  lists 
the  25  MDCs. 


1  Medicare  Payment  Advisory  Commission: 
Report  to  the  Congress,  Physician-Owned  Specialty 
Hospitals,  March  2005,  page  viii. 
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Major  Diagnostic  Categories 

(MDCs) 


1  . 

Diseases  and  Disorders  of  the  Nerv¬ 
ous  System. 

2  . 

Diseases  and  Disorders  of  the  Eye. 

3  . 

Diseases  and  Disorders  of  the  Ear, 
Nose,  Mouth,  and  Throat. 

4  . 

Diseases  and  Disorders  of  the  Res¬ 
piratory  System. 

5  . 

Diseases  and  Disorders  of  the  Cir- 

culatory  System. 

6  . 

Diseases  and  Disorders  of  the  Di¬ 
gestive  System. 

7 

Diseases  and  Disorders  of  the 
Hepatobiliary  System  and  Pan¬ 
creas. 

8  . 

Diseases  and  Disorders  of  the  Mus¬ 
culoskeletal  System  and  Connec¬ 
tive  Tissue. 

9  . 

Diseases  and  Disorders  of  the  Skin, 
Subcutaneous  Tissue  and  Breast. 

10  . 

Endocrine,  Nutritional  and  Metabolic 
Diseases  and  Disorders. 

11  . 

Diseases  and  Disorders  of  the  Kid¬ 
ney  and  Urinary  Tract. 

12  . 

Diseases  and  Disorders  of  the  Male 

Reproductive  System. 

Major  Diagnostic  Categories 

(MDCs) — Continued 


13  . 

Diseases  and  Disorders  of  the  Fe¬ 
male  Reproductive  System. 

14  . 

Pregnancy,  Childbirth,  and  the  Puer- 
perium. 

15  . 

Newborns  and  Other  Neonates  with 
Conditions  Originating  in  the 
Perinatal  Period. 

16  . 

Diseases  and  Disorders  of  the  Blood 
and  Blood  Forming  Organs  and 
Immunological  Disorders. 

17  . 

Myeloproliferative  Diseases  and  Dis¬ 
orders  and  Poorly  Differentiated 
Neoplasms. 

18  . 

Infectious  and  Parasitic  Diseases 
(Systemic  or  Unspecified  Sites). 

19  . 

Mental  Diseases  and  Disorders. 

20  . 

Alcohol/Drug  Use  and  Alcohol/Drug 
Induced  Organic  Mental  Dis¬ 
orders. 

21  . 

Injuries,  Poisonings,  and  Toxic  Ef¬ 
fects  of  Drugs. 

22  . 

Burns. 

23  . 

Factors  Influencing  Health  Status 
and  Other  Contacts  with  Health 
Services. 

Major  Diagnostic  Categories 

(MDCs) — Continued 


24  . j 

Multiple  Significant  Trauma. 

25  . 

Human  Immunodeficiency  Virus  In- 

•  fections. 

In  general,  cases  are  assigned  to  an 
MDC  based  on  the  patient’s  principal 
diagnosis  before  assignment  to  an  MS- 
DRG.  However,  under  the  most  recent 
version  of  the  Medicare  GROUPER 
(Version  26.0),  there  are  13  MS-DRGs  to 
which  cases  are  directly  assigned  on  the 
basis  of  ICD-9-CM  procedure  codes. 
These  MS-DRGs  are  for  heart  transplant 
or  implant  of  heart  assist  systems;  liver 
and/or  intestinal  transplants;  bone 
marrow  transplants;  lung  transplants; 
simultaneous  pancreas/kidney 
transplants;  pancreas  transplants;  and 
tracheostomies.  Cases  are  assigned  to 
these  MS-DRGs  before  they  are 
classified  to  an  MDC.  The  table  below 
lists  the  13  current  pre-MDCs. 


Pre-Major  Diagnostic  Categories  (Pre-MDCs) 


ms-drg 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 

MS-DRG 


001 

002 

003 

004 

005 

006 

007 

008 

009 

010 

011 

012 

013 


Heart  Transplant  or  Implant  of  Heart  Assist  System  with  MCC. 

Heart  Transplant  or  Implant  of  Heart  Assist  System  without  MCC. 

ECMO  or  Tracheostomy  with  Mechanical  Ventilation  96+  Hours  or  Principal  Diagnosis 
Neck  Diagnosis  with  Major  O.R. 

Tracheostomy  with  Mechanical  Ventilation  96+  Hours  or  Principal  Diagnosis  Except  for 
nosis  with  Major  O.R. 

Liver  Transplant  with  MCC  or  Intestinal  Transplant. 

Liver  Transplant  without  MCC. 

Lung  Transplant. 

Simultaneous  Pancreas/Kidney  Transplant. 

Bone  Marrow  Transplant. 

Pancreas  Transplant. 

Tracheostomy  for  Face,  Mouth,  and  Neck  Diagnoses  with  MCC. 

Tracheostomy  for  Face,  Mouth,  and  Neck  Diagnoses  with  CC. 

Tracheostomy  for  Face,  Mouth,  and  Neck  Diagnoses  without  CC/MCC. 


Except  for  Face, 
Face,  Mouth,  and 


Mouth,  and 
Neck  Diag- 


Once  the  MDCs  were  defined,  each 
MDC  was  evaluated  to  identify  those 
additional  patient  characteristics  that 
would  have  a  consistent  effect  on 
hospital  resource  consumption.  Because 
the  presence  of  a  surgical  procedure  that 
required  the  use  of  the  operating  room 
would  have  a  significant  effect  on  the 
type  of  hospital  resources  used  by  a 
patient,  most  MDCs  were  initially 
divided  into  surgical  DRGs  and  medical 
DRGs.  Surgical  DRGs  are  based  on  a 
hierarchy  that  orders  operating  room 
(O.R.)  procedures  or  groups  of  O.R. 
procedures  by  resource  intensity. 
Medical  DRGs  generally  are 
differentiated  on  the  basis  of  diagnosis 
and  age  (0  to  17  years  of  age  or  greater 
them  17  years  of  age).  Some  surgical  and 
medical  DRGs  are  further  differentiated 
based  on  the  presence  or  absence  of  a 
complication  or  comorbidity  (CC)  or  a 
major  complication  or  comorbidity 
(MCC). 


Generally,  nonsurgical  procedures 
and  minor  surgical  procedures  that  are 
not  usually  performed  in  an  operating 
room  are  not  treated  as  O.R.  procedures. 
However,  there  are  a  few  non-O.R. 
procedures  that  do  affect  MS-DRG 
assignment  for  certain  principal 
diagnoses.  An  example  is  extracorporeal 
shock  wave  lithotripsy  for  patients  with 
a  principal  diagnosis  of  urinary  stones. 
Lithotripsy  procedures  are  not  routinely 
performed  in  an  operating  room. 
Therefore,  lithotripsy  codes  are  not 
classified  as  O.R.  procedures.  However, 
our  clinical  advisors  believe  that 
patients  with  urinary  stones  who 
undergo  extracorporeal  shock  wave 
lithotripsy  should  be  considered  similar 
to  other  patients  who  undergo  O.R. 
procedures.  Therefore,  we  treat  this 
group  of  patients  similar  to  patients 
undergoing  O.R.  procedures. 

Once  the  medical  and  surgical  classes 
for  an  MDC  were  formed,  each  diagnosis 


class  was  evaluated  to  determine  if 
complications  or  comorbidities  would 
consistently  affect  hospital  resource 
consumption.  Each  diagnosis  was 
categorized  into  one  of  three  severity 
levels.  These  three  levels  include  a 
major  complication  or  comorbidity 
(MCC),  a  complication  or  comorbidity 
(CC),  or  a  non-CC.  Physician  panels 
classified  each  diagnosis  code  based  on 
a  highly  iterative  process  involving  a 
combination  of  statistical  results  from 
test  data  as  well  as  clinical  judgment.  As 
stated  earlier,  we  refer  readers  to  section 
n.D.  of  the  FY  2008  IPPS  final  rule  with 
comment  period  for  a  full  detailed 
discussion  of  how  the  MS-DRG  system 
was  established  based  on  severity  levels 
of  illness  (72  FR  47141). 

A  patient’s  diagnosis,  procedure, 
discharge  status,  and  demographic 
information  is  entered  into  the  Medicare 
claims  processing  systems  and  subjected 
to  a  series  of  automated  screens  called 
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the  Medicare  Code  Editor  (MCE).  The 
MCE  screens  are  designed  to  identify 
cases  that  require  further  review  before 
classification  into  an  MS-DRG. 

After  patient  information  is  screened 
through  the  MCE  and  any  further 
development  of  the  claim  is  conducted, 
the  cases  are  classified  into  the 
appropriate  MS-DRG  by  the  Medicare 
GROUPER  software  program.  The 
GROUPER  program  was  developed  as  a 
means  of  classifying  each  case  into  an 
MS-DRG  on  the  basis  of  the  diagnosis 
and  procedure  codes  and,  for  a  limited 
number  of  MS-DRGs,  demographic 
information  (that  is,  sex,  age,  and 
discharge  status). 

After  cases  are  screened  through  the 
MCE  and  assigned  to  an  MS-DRG  by  the 
GROUPER,  the  PRICER  software 
calculates  a  base  MS-DRG  payment. 

The  PRICER  calculates  the  payment  for 
each  case  covered  by  the  IPPS  based  on 
the  MS-DRG  relative  weight  and 
additional  factors  associated  with  each 
hospital,  such  as  IME  and  DSH  payment 
adjustments.  These  additional  factors 
increase  the  payment  amount  to 
hospitals  above  the  base  MS-DRG 
payment. 

The  records  for  all  Medicare  hospital 
inpatient  discharges  are  maintained  in 
the  Medicare  Provider  Analysis  and 
Review  (MedPAR)  file.  The  data  in  this 
file  are  used  to  evaluate  possible  MS- 
DRG  classification  changes  and  to 
recalibrate  the  MS-DRG  weights. 
However,  in  the  FY  2000  IPPS  final  rule 
(64  FR  41500),  wfe  discussed  a  process 
for  considering  non-MedPAR  data  in  the 
recalibration  process.  In  order  for  us  to 
consider  using  particular  non-MedPAR 
data,  we  must  have  sufficient  time  to 
evaluate  and  test  the  data.  The  time 
necessary  to  do  so  depends  upon  the 
nature  and  quality  of  the  non-MedPAR 
data  submitted.  Generally,  however,  a 
significant  sample  of  the  non-MedPAR 
data  should  be  submitted  by  mid- 
October  for  consideration  in 
conjunction  with  the  next  year’s 
proposed  rule.  This  date  allows  us  time 
to  test  the  data  and  make  a  preliminary 
assessment  as  to  the  feasibility  of  using 
the  data.  Subsequently,  a  complete 
database  should  be  submitted  by  early 
December  for  consideration  in 
conjunction  with  the  next  year’s 
proposed  rule. 

As  we  indicated  above,  for  FY  2008, 
we  made  significant  improvements  in 
the  DRG  system  to  recognize  severity  of 
illness  and  resource  usage  by  adopting 
MS-DRGs  that  were  reflected  in  the  FY 
2008  GROUPER,  Version  25.0,  and  were 
effective  for  discharges  occurring  on  or 
after  October  1,  2007.  Our  MS-DRG 
analysis  for  the  FY  2009  final  rule  was 
based  on  data  from  the  March  2008 


update  of  the  FY  2007  MedPAR  file, 
which  contained  hospital  bills  received 
through  March  31,  2008,  for  discharges 
occurring  through  September  30,  2007. 
For  this  final  rule,  for  FY  2010,  our  MS- 
DRG  analysis  is  based  on  data  from  the 
March  2009  update  of  the  FY  2008 
MedPAR  file,  which  contains  hospital 
bills  received  through  September  30, 
2008,  for  discharges  occurring  through 
September  30,  2008. 

2.  Yearly  Review  for  Making  MS-DRG 
Changes 

Many  of  the  changes-to  the  MS-DRG 
classifications  we  make  annually  are  the 
result  of  specific  issues  brought  to  our 
attention  by  interested  parties.  We 
encourage  individuals  with  comments 
about  MS-DRG  classifications  to  submit 
these  comments  no  later  than  early 
December  of  each  year  so  they  can  be 
carefully  considered  for  possible  ' 
inclusion  in  the  annual  proposed  rule 
and,  if  included,  may  be  subjected  to 
public  review  and  comment.  Therefore, 
similar  to  the  timetable  for  interested 
parties  to  submit  non-MedPAR  data  for 
consideration  in  the  MS-DRG 
recalibration  process,  comments  about 
MS-DRG  classification  issues  should  be 
submitted  no  later  than  early  December 
in  order  to  be  considered  and  possibly 
included  in  the  next  annual  proposed 
rule  updating  the  IPPS. 

The  actual  process  of  forming  the 
MS-DRGs  was,  and  will  likely  continue 
to  be,  highly  iterative,  involving  a 
combination  of  statistical  results  from 
test  data  combined  with  clinical 
judgment.  In  the  FY  2008  IPPS  final  rule 
(72  FR  47140  through  47189),  we 
described  in  detail  the  process  we  used 
to  develop  the  MS-DRGs  that  we 
adopted  for  FY  2008.  In  addition,  in 
deciding  whether  to  make  further 
modification  to  the  MS-DRGs  for 
particular  circumstances  brought  to  our 
attention,  we  considered  whether  the 
resource  consumption  and  clinical 
characteristics  of  the  patients  with  a 
given  set  of  conditions  are  significantly 
different  than  the  remaining  patients  in 
the  MS-DRG.  We  evaluated  patient  care 
costs  using  average  charges  and  lengths 
of  stay  as  proxies  for  costs  and  relied  on 
the  judgment  of  our  medical  advisors  to 
decide  whether  patients  are  clinically 
distinct  or  similar  to  other  patients  in 
the  MS-DRG.  In  evaluating  resource 
costs,  we  considered  both  the  absolute 
and  percentage  differences  in  average 
charges  between  the  cases  we  selected 
for  review  and  the  remainder  of  cases  in 
the  MS-DRG.  We  also  considered 
variation  in  charges  within  these 
groups;  that  is,  whether  observed 
average  differences  were  consistent 
across  patients  or  attributable  to  cases 


that  were  extreme  in  terms  of  charges  or 
length  of  stay,  or  both.  Further,  we 
considered  the  number  of  patients  who 
will  have  a  given  set  of  characteristics 
and  generally  preferred  not  to  create  a 
new  MS-DRG  unless  it  would  include 
a  substantial  number  of  cases. 

C.  Adoption  of  the  MS-DRGs  in  FY  2008 

In  the  FY  2006,  FY  2007,  and  FY  2008 
IPPS  final  rules,  we  discussed  a  number 
of  recommendations  made  by  MedPAC 
regarding  revisions  to  the  DRG  system 
used  under  the  IPPS  (70  FR  47473 
through  47482;  71  FR  47881  through 
47939;  and  72  FR  47140  through  47189). 
As  we  noted  in  the  FY  2006  IPPS  final 
rule,  we  had  insufficient  time  to 
complete  a  thorough  evaluation  of  these 
recommendations  for  full 
implementation  in  FY  2006.  However, 
we  dicl  adopt  severity-weighted  cardiac 
DRGs  in  FY  2006  to  address  public 
comments  on  this  issue  and  the  specific 
concerns  of  MedPAC  regarding  cardiac 
surgery  DRGs.  We  also  indicated  that  we 
planned  to  further  consider  all  of 
MedPAC’s  recommendations  and 
thoroughly  analyze  options  and  their 
impacts  on  the  various  types  of 
hospitals  in  the  FY  2007  IPPS  proposed 
rule. 

For  FY  2007,  we  began  this  process. 

In  the  FY  2007  IPPS  proposed  rule,  we 
proposed  to  adopt  Consolidated 
Severity  DRGs  (CS  DRGs)  for  FY  2008  (if 
not  earlier).  Based  on  public  comments 
received  on  the  FY  2007  IPPS  proposed 
rule,  we  decided  not  to  adopt  die  CS 
DRGs.  In  the  FY  2007  IPPS  final  rule  (71 
FR  47906  through  47912),  we  discussed 
several  concerns  raised  by  commenters 
regarding  the  proposal  to  adopt  CS 
DRGs.  We  acknowledged  the  many 
comments  suggesting  the  logic  of 
Medicare’s  DRG  system  should  continue 
to  remain  in  the  public  domain  as  it  has 
since  the  inception  of  the  PPS.  We  also 
acknowledged  concerns  about  the 
impact  on  hospitals  and  software 
vendors  of  moving  to  a  proprietary 
system.  Several  commenters  suggested 
that  CMS  refine  the  existing  DRG 
classification  system  to  preserve  the 
many  policy  decisions  that  were  made 
over  the  last  20  years  and  were  already 
incorporated  into  the  DRG  system,  such 
as  complexity  of  services  and  new 
device  technologies.  Consistent  with  the 
concerns  expressed  in  the  public 
comments,  this  option  had  the 
advantage  of  using  the  existing  DRGs  as 
a  starting  point  (which  was  already 
familiar  to  the  public)  and  retained  the 
benefit  of  many  DRG  decisions  that 
were  made  in  recent  years.  We  stated 
our  belief  that  the  suggested  approach  of 
incorporating  severity  measures  into  the 
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existing  DRG  system  was  a  viable  option 
that  would  be  evaluated. 

Therefore,  we  decided  to  make 
interim  changes  to  the  existing  DRGs  for 
FY  2007  by  creating  20  new  DRGs 
involving  13  different  clinical  areas  that 
would  significantly  improve  the  CMS 
DRG  system’s  recognition  of  severity  of 
illness.  We  also  modified  32  DRGs  to 
better  capture  differences  in  severity. 

The  new  and  revised  DRGs  were 
selected  from  40  existing  CMS  DRGs 
that  contained  1,666,476  cases  and 
represented  a  number  of  body  systems. 

In  creating  these  20  new  DRGs,  we 
deleted  8  existing  DRGs  and  modified 
32  existing  DRGs.  We  indicated  that 
these  interim  steps  for  FY  2007  were 
being  taken  as  a  prelude  to  more 
comprehensive  changes  to  better 
account  for  severity  in  the  DRG  system 
by  FY  2008. 

In  the  FY  2007  IPPS  final  rule  (71  FR 
47898),  we  indicated  our  intent  to 
pursue  further  DRG  reform  through  two 
initiatives.  First,  we  announced  that  we 
were  in  the  process  of  engaging  a 
contractor  to  assist  us  with  evaluating 
alternative  DRG  systems  that  were 
raised  as  potential  alternatives  to  the 
CMS  DRGs  in  the  public  comments. 
Second,  we  indicated  our  intent  to 
review  over  13,000  ICD-9-CM  diagnosis 
codes  as  part  of  making  further 
refinements  to  the  current  CMS  DRGs  to 
better  recognize  severity  of  illness  based 
on  the  work  that  CMS  (then  HCFA)  did 
in  the  mid-1990’s  in  connection  with 
adopting  severity  DRGs.  We  describe 
below  the  progress  we  have  made  on 
these  two  initiatives  and  our  actions  for 
FYs  2008,  2009,  and  2010  based  on  our 
continued  analysis  of  reform  of  the  DRG 
system.  We  note  that  the  adoption  of  the 
MS-DRGs  to  better  recognize  severity  of 
illness  has  implications  for  the  outlier 
threshold,  the  application  of  the 
postacute  care  transfer  policy,  the 
measurement  of  real  case-mix  versus 
apparent  case-mix,  and  the  IME  and 
DSH  payment  adjustments.  We  discuss 
these  implications  for  FY  2010  in  other 
sections  of  this  preamble  and  in  the 
Addendum  to  this  final  rule. 

In  the  FY  2007  IPPS  proposed  rule, 
we  discussed  MedPAC’s 
recommendations  to  move  to  a  cost- 
based  HSRV  weighting  methodology 
using  HSRVs  beginning  with  the  FY 
2007  IPPS  proposed  rule  for 
determining  the  DRG  relative  weights. 
Although  we  proposed  to  adopt  the 
HSRV  weighting  methodology  for  FY 
2007,  we  decided  not  to  adopt  the 
proposed  methodology  in  the  final  rule 
after  considering  the  public  comments 
we  received  on  the  proposal.  Instead,  in 
the  FY  2007  IPPS  final  rule,  we  adopted 
a  cost-based  weighting  methodology 


without  the  HSRV  portion  of  the 
proposed  methodology.  The  cost-based 
weights  were  adopted  over  a  3-year 
transition  period  in  V3  increments 
between  FY  2007  and  FY  2009.  In 
addition,  in  the  FY  2007  IPPS  final  ride, 
we  indicated  our  intent  to  further  study 
the  HSRV-based  methodology  as  well  as 
other  issues  brought  to  our  attention 
related  to  the  cost-based  weighting 
methodology  adopted  in  the  FY  2007 
final  rule.  There  was  significant  concern 
in  the  public  comments  that  our  cost- 
based  weighting  methodology  does  not 
adequately  account  for  charge 
compression — the  practice  of  applying  a 
higher  percentage  charge  markup  over 
costs  to  lower  cost  items  and  services 
and  a  lower  percentage  charge  markup 
over  costs  to  higher  cost  items  and 
services.  Further,  public  commenters 
expressed  concern  about  potential 
inconsistencies  between  how  costs  and 
charges  are  reported  on  the  Medicare 
cost  reports  and  charges  on  the 
Medicare  claims.  In  the  FY  2007  IPPS 
final  rule,  we  used  costs  and  charges 
from  the  cost  report  to  determine 
departmental  level  cost-to-charge  ratios 
(CCRs)  which  we  then  applied  to 
charges  on  the  Medicare  claims  to 
determine  the  cost-based  weights.  The 
commenters  were  concerned  about 
potential  distortions  to  the  cost-based 
weights  that  would  result  from 
inconsistent  reporting  between  the  cost 
reports  and  the  Medicare  claims.  After 
publication  of  the  FY  2007  EPPS  final 
rule,  we  entered  into  a  contract  with  RTI 
International  (RTI)  to  study  both  charge 
compression  and  to  what  extent  our 
methodology  for  calculating  DRG 
relative  weights  is  affected  by 
inconsistencies  between  how  hospitals 
report  costs  and  charges  on  the  cost 
reports  and  how  hospitals  report 
charges  on  individual  claims.  Further, 
as  part  of  its  study  of  alternative  DRG 
systems,  the  RAND  Corporation 
analyzed  the  HSRV  cost-weighting 
methodology.  We  refer  readers  to 
section  II.E.  of  the  preamble  of  this  final 
rule  for  discussion  of  the  issue  of  charge 
compression  and  the  cost-weighting 
methodology  for  FY  2010. 

We  believe  that  revisions  to  the  DRG 
system  to  better  recognize  severity  of 
illness  and  changes  to  the  relative 
weights  based  on  costs  rather  than 
charges  are  improving  the  accuracy  of 
the  payment  rates  in  the  IPPS.  We  agree 
with  MedPAC  that  these  refinements 
should  be  pursued.  Although  we 
continue  to  caution  that  any  prospective 
payment  system  based  on  grouping 
cases  will  always  present  some 
opportunities  for  providers  to  specialize 
in  cases  they  believe  have  higher 


margins,  we  believe  that  the  changes  we 
have  adopted  and  the  continuing 
reforms  we  are  adoptimg  in  this  final 
rule  for  FY  2010  will  improve  payment 
accuracy  and  reduce  financial 
incentives  to  create  specialty  hospitals. 

We  refer  readers  to  section  II.D.  of  the 
FY  2008  IPPS  final  rule  with  comment 
period  for  a  full  discussion  of  how  the 
MS-DRG  system  was  established  based 
on  severity  levels  of  illness  (72  FR 
4714}). 

D.  FY  2010  MS-DRG  Documentation 
and  Coding  Adjustment,  Including  the 
Applicability  to  the -Hospital-Specific 
Rates  and  the  Puerto  Rico-Specific 
Standardized  Amount 

1.  Background  on  the  Prospective  MS- 
DRG  Documentation  and  Coding 
Adjustments  for  FY  2008  and  FY  2009 
Authorized  by  Public  Law  110-90 

As  we  discussed  earlier  in  this 
preamble,  we  adopted  the  MS-DRG 
patient  classification  system  for  the 
IPPS,  effective  October  1,  2007,  to  better 
recognize  severity  of  illness  in  Medicare 
payment  rates  for  acute  care  hospitals. 
The  adoption  of  the  MS-DRG  system 
resulted  in  the  expansion  of  the  number 
of  DRGs  from  538  in  FY  2007  to  745  in 
FY  2008  (currently,  746  DRGs,  which 
include  1  additional  MS-DRG  created  in 
FY  2009).  By  increasing  the  number  of 
DRGs  and  more  fully  taking  into 
account  patients’  severity  of  illness  in 
Medicare  payment  rates  for  acute  care 
hospitals,  the  use  of  MS-DRGs 
encourage  hospitals  to  improve  their 
documentation  and  coding  of  patient 
diagnoses.  In  the  FY  2008  IPPS  final 
rule  with  comment  period  (72  FR  47175 
through  47186),  we  indicated  that  we 
believe  the  adoption  of  the  MS-DRGs 
had  the  potential  to  lead  to  increases  in 
aggregate  payments  without  a 
corresponding  increase  in  actual  patient 
severity  of  illness  due  to  the  incentives 
for  additional  documentation  and 
coding.  In  that  final  rule  with  comment 
period,  we  exercised  our  authority 
under  section  1886(d)(3)(A)(vi)  of  the 
Act,  which  authorizes  us  to  maintain 
budget  neutrality  by  adjusting  the 
national  standardized  amount  to 
eliminate  the  estimated  effect  of  changes 
in  coding  or  classification  that  do  not 
reflect  real  changes  in  case-mix.  Our 
actuaries  estimated  that  maintaining 
budget  neutrality  required  an 
adjustment  of  -4.8  percent  to  the 
national  standardized  amount.  We 
phased  in  this  -  4.8  percent  adjustment 
over  3  years.  Specifically,  we 
established  prospective  documentation 
and  coding  adjustments  of  - 1.2  percent 
for  FY  2008,  -1.8  percent  for  FY  2009, 
and  - 1.8  percent  for  FY  2010. 
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On  September  29,  2007,  Congress  i 
enacted  the  TMA  [Transitional  Medical 
Assistance],  Abstinence  Education,  and 
QI  [Qualifying  Individuals]  Programs 
Extension  Act  of  2007,  Public  Law  110- 
90.  Section  7(a)  of  Public  Law  110-90 
reduced  the  documentation  and  coding 
adjustment  made  as  a  result  of  the  MS- 
DRG  system  that  we  adopted  in  the  FY 

2008  IPPS  final  rule  with  comment 
period  to  -0.6  percent  for  FY  2008  and 
-  0.9  percent  for  FY  2009.  Section  7(a) 
of  Public  Law  110-90  did  not  adjust  the 
FY  2010  —1.8  percent  documentation 
and  coding  adjustment  promulgated  in 
the  FY  2008  IPPS  final'rule  with 
comment  period.  To  comply  with 
section  7(a)  of  Public  Law  110-90,  we 
promulgated  a  final  rule  on  November 
27’,  2007  (72  FR  66886)  that  modified 
the  IPPS  documentation  and  coding 
adjustment  for  FY  2008  to  -  0.6  percent, 
and  revised  the  FY  2008  payment  rates, 
factors,  and  thresholds  accordingly. 
These  revisions  were  effective  on 
October  1,  2007. 

For  FY  2009,  section  7(a)  of  Public 
Law  110-90  required  a  documentation 
and  coding  adjustment  of  -  0.9  percent 
instead  of  the  —1.8  percent  adjustment 
established  in  the  FY  2008  IPPS  final 
rule  with  comment  period.  As  discussed 
in  the  FY  2009  IPPS  final  rule  (73  FR 
48447)  and  required  by  statute,  we 
applied  a  documentation  and  coding 
adjustment  of  -0.9  percent  to  the  FY 

2009  IPPS  national  standardized 
amount.  The  documentation  and  coding 
adjustments  established  in  the  FY  2008 
IPPS  final  rule  with  comment  period,  as 
amended  by  Public  Law  110-90,  are 
cumulative.  As  a  result,  the  -  0.9 
percent  documentation  and  coding 
adjustment  for  FY  2009  was  in  addition 
to  the  -  0.6  percent  adjustment  for  FY 
2008,  yielding  a  combined  effect  of 

— 1.5  percent. 

2.  Prospective  Adjustment  to  the 
Average  Standardized  Amounts 
Required  by  Section  7(b)(1)(A)  of  Public 
Law  110-90 

Section  7(b)(1)(A)  of  Public  Law  110- 
90  requires  that  if  the  Secretary 
determines  that  implementation  of  the 
MS-DRG  system  resulted  in  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  or 
FY  2009  that  are  different  than  the 
prospective  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90,  the  Secretary 
shall  make  an  appropriate  adjustment 
under  section  1886(d)(3)(A)(vi)  of  the 
Act.  Section  1886(d)(3)(A)(vi)  of  the  Act 
authorizes  adjustments  to  the  average 
standardized  amounts  for  subsequent 
fiscal  years  in  order  to  eliminate  the 


effect  of  such  coding  or  classification 
changes.  These  adjustments  are 
intended  to  ensure  that  future  annual 
aggregate  IPPS  payments  are  the  same  as 
the  payments  that  otherwise  would  have 
been  made  had  the  prospective 
adjustments  for  documentation  and 
coding  applied  in  FY  2008  and  FY  2009 
reflected  the  change  that  occurred  in 
those  years. 

3.  Recoupment  or  Repayment 
Adjustments  in  FYs  2010  Through  2012 
Required  by  Public  Law  110-90 

If,  based  on  a  retroactive  evaluation  of 
claims  data,  the  Secretary  determines 
that  implementation  of  the  MS-DRG 
system  resulted  in  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  or 
FY  2009  that  are  different  from  the 
prospective  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90,  section  7(b)(1)(B) 
of  Public  Law  110-90  requires  the 
Secretary  to  make  an  additional 
adjustment  to  the  standardized  amounts 
under  section  1886(d)  of  the  Act.  This 
adjustment  must  offset  the  estimated 
increase  or  decrease  in  aggregate 
payments  for  FYs  2008  and  2009 
(including  interest)  resulting  from  the 
difference  between  the  estimated  actual 
documentation  and  coding  effect  and 
the  documentation  and  coding 
adjustment  applied  under  section  7(a)  of 
Public  Law  110-90.  This  adjustment  is 
in  addition  to  making  an  appropriate 
adjustment  to  the  standardized  amounts 
under  section  1886(d)(3)(A)(vi)  of  the 
Act  as  required  by  section  7(b)(1)(A)  of 
Public  Law  110-90.  That  is,  these 
adjustments  are  intended  to  recoup  (or 
repay)  spending  in  excess  of  (or  less 
than)  spending  that  would  have 
occurred  had  the  prospective 
adjustments  for  changes  in 
documentation  and  coding  applied  in 
FY  2008  and  FY  20Q9  precisely  matched 
the  changes  that  occurred  in  those  years. 
Public  Law  110-90  requires  that  the 
Secretary  make  these  recoupment  or 
repayment  adjustments  for  discharges 
occurring  during  FYs  2010,  2011,  and 
2012. 

4.  Retrospective  Evaluation  of  FY  2008 
Claims  Data 

In  order  to  implement  the 
requirements  of  section  7  of  Public  Law 
110-90,  we  indicated  in  the  FY  2009 
IPPS  final  rule  (73  FR  48450)  that  we 
planned  a  thorough  retrospective 
evaluation  of  our  claims  data.  We  stated 
that  the  results  of  this  evaluation  would 
be  used  by  our  actuaries  to  determine 
any  necessary  payment  adjustments  to 
the  standardized  amounts  under  section 


1886(d)  of  the  Act  beginning  in  FY  2010 
to  ensure  the  budget  neutrality-  of  the 
MS-DRGs  implementation  for  FY  2008 
and  FY  2009,  as  required  by  law.  In  the 
FY  2009  IPPS  proposed  rule  (73  FR 
23541  through  23542),  we  described  our 
preliminary  plan  for  a  retrospective 
analysis  of  inpatient  hospital  claims 
data  and  invited  public  input  on  our 
proposed  methodology. 

In  that  proposed  rule,  we  indicated 
that  we  intended  to  fneasure  and 
corroborate  the  extent  of  the  overall 
national  average  changes  in  case-mix  for 
FY  2008  and  FY  2009.  We  expected  that 
the  two  largest  parts  of  this  overall 
national  average  change  would  be 
attributable  to  underlying  changes  in 
actual  patient  severity  and  to 
documentation  and  coding 
improvements  under  the  MS-DRG 
system.  In  order  to  separate  the  two 
effects,  we  planned  to  isolate  the  effect 
of  shifts  in  cases  among  base  DRGs  from 
the  effect  of  shifts  in  the  types  of  cases 
within  base  DRGs. 

The  MS-DRGs  divide  the  base  DRGs 
into  three  severity  levels  (with  MCC, 
with  CC  and  without  CC);  the 
previously  used  CMS  DRGs  had  only 
two  severity  levels  (with  CC  and 
without  CC).  Under  the  CMS  DRG 
system,  the  majority  of  hospital 
discharges  had  a  secondary  diagnosis  . 
which  was  on  the  CC  list,  which  led  to 
the  higher  severity  level.  The  MS-DRGs 
significantly  changed  the  code  lists  of 
what  was  classified  as  an  MCC  or  a  CC. 
Many  codes  that  were  previously 
classified  as  a  CC  are  no  longer  included 
on  the  MS-DRG  CC  list  because  the  data 
and  clinical  review  showed  these 
conditions  did  nof,lead  to  a  significant 
increase  in  resource  use.  The  addition  of 
a  new  level  of  high  severity  conditions, 
the  MCC  list,  also  provided  a  new 
incentive  to  code  more  precisely  in 
order  to  increase  the  severity  level.  We 
anticipated  that  hospitals  would 
examine  the  MS-DRG  MCC  and  CC 
code  lists  and  then  work  with 
physicians  and  coders  on 
documentation  and  coding  practices  so 
that  coders  could  appropriately  assign 
codes  from  the  highest  possible  severity 
level.  We  note  that  there  have  been 
numerous  seminars  and  training 
sessions  on  this  particular  coding  issue. 
The  topic  of  improving  documentation 
practices  in  order  to  code  conditions  on 
the  MCC  list  was  also  discussed 
extensively  by  participants  at  the  March 
11-12,  2009  ICD-9-CM  Coordination 
and  Maintenance  Committee  meeting. 
Participants  discussed  their  hospitals’ 
efforts  to  encourage  physicians  to 
provide  more  precise  documentation  so 
that  coders  could  appropriately  assign  i 
codes  that  would  lead  to  a;higher  v,':  i  >;•/- 


. 
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severity  level.  Because  we  expected 
most  of  the  documentation  and  coding 
changes  under  the  MS-DRG  system 
would  occur  in  the  secondary 
diagnoses,  we  believed  that  the  shifts 
among  base  DRGs  were  less  likely  to  be 
the  result  of  the  MS-DRG  system  and 
the  shifts  within  base  DRGs  were  more 
likely  to  be  the  result  of  the  MS-DRG 
system.  We  also  anticipated  evaluating 
data  to  identify  the  specific  MS-DRGs 
and  diagnoses  that  contributed 
significantly  to  the  documentation  and 
coding  payment  effect  and  to  quantify 
their  impact.  This  step  entailed  analysis 
of  the  secondary  diagnoses  driving  the 
shifts  in  severity  within  specific  base 
DRGs. 

In  that  same  proposed  rule,  we  also 
stated  that,  while  we  believe  that  the 
data  analysis  plan  described  previously 
will  produce  an  appropriate-  estimate  of 
the  extent  of  case-mix  changes  resulting 
from  documentation  and  coding 
changes,  we  might  decide,  if  feasible,  to 
use  historical  data  from  our  Hospital 
Payment  Monitoring  Program  (HPMP)  to 
corroborate  the  within-base  DRG  shift 
analysis.  The  HPMP  is  supported  by  the 
Medicare  Clinical  Data  Abstraction 
Center  (CD AC). 

In  the  FY  2009  IPPS  proposed  rule, 
we  solicited  public  comments  on  the 
analysis  plans  described  above,  as  well 
as  suggestions  on  other  possible 
approaches  for  performing  a 
retrospective  analysis  to  identify  the 
amount  of  case-mix  changes  that 
occurred  in  FY  2008  and  FY  2009  that 
did  not  reflect  real  increases  in  patients’ 
severity  of  illness. 

A  few  commenters,  including 
MedPAC,  expressed  support  for  the 
analytic  approach  described  in  the  FY 

2009  IPPS  proposed  rule.  A  number  of 
other  commenters  expressed  concerns 
about  certain  aspects  of  the  approach 
and/ or  suggested  alternate  analyses  or 
study  designs.  In  addition,  one 
commenter  recommended  that  any 
determination  or  retrospective 
evaluation  by  the  actuaries  of  the  impact 
of  the  MS-DRGs  on  case-mix  be  open  to 
public  scrutiny  prior  to  the 
implementation  of  the  payment 
adjustments  beginning  in  FY  2010. 

We  took  these  comments  into 
consideration  as  we  developed  our 
proposed  analysis  plan  (described  in 
greater  detail  below)  and  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24092  through  24101)  solicited 
public  comment  on  our  methodology 
and  analysis.  For  the  FY  2010  IPPS/RY 

2010  LTCH  PPS  proposed  rule,  we 
performed  a  retrospective  evaluation  of 
the  FY  2008  data  for  claims  paid 
through  December  2008.  Based  on  this 
evaluation,  our  actuaries  determined 


that  implementation  of  the  MS-DRG 
system  resulted  in  a  2.5  percent  change 
due  to  documentation  and  coding  that 
did  not  reflect  real  changes  in  case-mix 
for  discharges  occurring  during  FY 

2008.  In  the  FY  2010  IPPS/RY  2010 
LTCH  proposed  rule,  we  also  stated  that 
we  would  update  the  results  from  the 
proposed  analysis  plan  with  data 
•extracted  from  FY  2008  Medicare  claims 
that  were  paid  through  March  2008  [sic] 
for  the  FY  2010  IPPS  final  rule.  (We 
note  that  the  March  2008  date  for  the 
updated  data  that  appeared  in  the 
proposed  rule  should  have  been  March 

2009. ) 

In  performing  the  analysis  for  the 
proposed  rule,  we  first  divided  the  case- 
mix  index  (CMI)  obtained  by  grouping 
the  FY  2008  claims  data  through  the  FY 
2008  GROUPER  (Version  25.0)  by  the 
CMI  obtained  by  grouping  these  same 
FY  2008  claims  through  the  FY  2007 
GROUPER  (Version  24.0).  This  resulted 
in  a  value  of  1.028.  Because  these  cases 
are  the  same  FY  2008  cases  grouped 
using  Versions  24.0  and  25.0  of  the 
GROUPER,  we  attribute  this  increase 
primarily  to  two  factors:  (1)  The  effect 
of  changes  in  documentation  and  coding 
under  the  MS-DRG  system;  and  (2)  the 
measurement  effect  from  the  calibration 
of  the  GROUPER.  We  estimated  the 
measurement  effect  from  the  calibration 
of  the  GROUPER  by  dividing  the  CMI 
obtained  by  grouping  cases  in  the  FY 
2007  claims  data  through  the  FY  2008 
GROUPER  by  the  CMI  obtained  by 
grouping  cases,  in  these  same  claims 
through  the  FY  2007  GROUPER.  This 
resulted  in  a  value  of  1.003.  In  order  to 
isolate  the  documentation  and  coding 
effect,  we  then  divided  the  combined 
effect  of  the  changes  in  documentation 
and  coding  and  measurement  (1.028)  by 
the  measurement  effect  (1.003)  to  yield 
1.025.  Therefore,  our  estimate  of  the 
documentation  and  coding  increase  was 
2.5  percent. 

We  then  sought  to  corroborate  this  2.5 
percent  estimate  by  examining  the 
increases  in  the  within-base  DRGs  as 
compared  to  the  increases  in  the  across 
base  DRGs  as  described  earlier  in  our 
analysis  plan.  In  other  words,  we  looked 
for  improvements  in  code  selection  that 
would  lead  to  a  secondary  diagnosis 
increasing  the  severity  level  to  either  a 
CC  or  an  MCC  level. 

In  the  analysis  of  data  for  the 
proposed  rule,  we  found  that  the 
within-base  DRG  increases  were  almost 
entirely  responsible  for  the  case-mix 
change,  supporting  our  conclusion  that 
the  2.5  percent  estimate  was  an  accurate 
reflection  of  the  FY  2008  effect  of 
changes  in  documentation  and  coding 
under  the  MS-DRG  system.  In  fact, 
almost  every  base  DRG  that  was  split 


into  different  severity  levels  under  the 
MS-DRG  system  experienced  increases 
in  the  within-base  DRGs. 

We  then  further  analyzed  the  changes 
in  the  within-base  DRGs  to  deterifiine 
Which  MS-DRGs  had  he  highest 
contributions  to  this  increase. 

Consistent  with  the  expectations  of  our 
medical  coding  experts  concerning  areas 
with  potential  for  documentation  and 
coding  improvements,  the  top 
contributors  were  heart  failure,  chronic 
obstructive  pulmonary  disease,  and 
simple  pneumonia  and  pleurisy.  In  fact, 
the  coding  of  heart  failure  was 
discussed  extensively  at  the  March  11- 
12,  2009  ICD-9-CM  Coordination  and 
Maintenance  Committee  meeting.  Heart 
failure  is  a  very  common  secondary 
diagnosis  among  Medicare  hospital 
admissions.  The  heart  failure  codes  are 
assigned  to  all  three  severity  levels. 

Some  codes  are  classified  as  non-CCs, 
while  other  codes  are  on  the  CC  and 
MCC  lists.  By  changing  physician 
documentation  to  more  precisely 
identify  the  type  of  heart  failure,  coders 
are  able  to  appropriately  change  the 
severity  level  of  cases  from  the  lowest 
level  (non-CC)  to  a  higher  severity  level 
(CC  or  MCC).  This  point  was  stressed 
repeatedly  at  the  March  11-12,  2009 
ICD-9-CM  Coordination  and 
Maintenance  Committee  meeting  as 
coders  discussed  their  work  with 
physicians  on  this  coding  issue.  Many 
of  the  participants  indicated  that 
additional  work  was  still  needed  with 
their  physicians  in  order  to  document 
conditions  in  the  medical  record  more 
precisely. 

The  results  of  the  analysis  for  the 
proposed  rule  provided  additional 
support  for  our  conclusion  that  the 
proposed  2.5  percent  estimate 
accurately  reflected  the  FY  2008 
increases  in  documentation  and  coding 
under  the  MS-DRG  system. 

While  we  attempted  to  use  the  CDAC 
data  to  distinguish  real  increase  in  case- 
mix  growth  from  documentation  and 
coding  in  the  overall  case-mix  number, 
we  found  aberrant  data  and  significant 
variation  across  the  FY  1999-FY  2007 
analysis  period.  It  was  not  possible  to 
distinguish  changes  in  documentation 
and  coding  from  changes  in  real  case- 
mix  in  the  CDAC  data.  Therefore,  we 
concluded  that  the  CDAC  data  would 
not  support  analysis  of  real  case-mix 
growth  that  could  be  used  in  our 
retrospective  evaluation  of  the  FY  2008 
claims  data. 

Although  we  could  not  use  the  CDAC 
data,  we  did  examine  the  overall  growth 
in  case-mix  using  the  FY  2007  claims 
data  in  which  we  grouped  cases  using 
the  FY-2007  GROUPER  and  the  FY  2008 
data  in  which  we  grouped  cases  using 
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the  FY  2008  GROUPER.  We  found  the 
overall  growth  in  case-mix  was  1.9 
percent.  The  implication  of  overall  FY 
2008  case-mix  growth  of  1.9  percent 
relative  to  our  estimate  of  the  FY  2008 
documentation  and  coding  effect  and 
the  GROUPER  measurement  effect  is 
that  real  case-mix  declined  between  FY 

2007  and  FY  2008.  After  additional  data 
analysis,  our  actuaries  determined  that 
the  1.9  percent  growth  in  overall  case- 
mix  was  consistent  with  our  2.5  percent 
estimate  of  the  FY  2008  documentation 
and  coding  effect  for  reasons  that 
included:  (1)  Our  mathematical  model 
for  determining  the  2.5  percent 
documentation  and  coding  effect  was 
corroborated  by  the  amount  of  case-mix 
growth  attributed  to  within-DRG 
improvements  in  secondary  coding  of 
MCCs  and  CCs;  (2)  our  data  analysis 
confirmed  the  substitution  of  specified 
diagnosis  for  unspecified  diagnoses  for 
such  common  conditions  as  heart 
failure  and  chronic  obstructive 
pulmonary  disease;  and  (3)  there  was  a 
relative  decline  in  above  average  cost 
short-stay  surgical  cases  that  can  be 
performed  on  an  outpatient  basis,  such 
as  certain  high  volume  pacemaker 
procedures. 

We  also  examined  the  differences  in 
case-mix  between  the  FY  2008  claims 
data  in  which  cases  were  grouped 
through  the  FY  2008  GROUPER 
(Version  25.0)  and  the  FY  2009 
GROUPER  (Version  26.0).  This  was  to 
help  inform  analysis  of  the  potential  for 
increase  in  the  documentation  and 
coding  effect  in  FY  2009.  In  FY  2008, 
we  were  transitioning  to  the  fully 
implemented  MS-DRG  relative  weights 
and  the  fully  implemented  cost-based 
weights.  We  found  that  the  use  of  the 
transition  weights  mitigated  the  FY 

2008  documentation  and  coding  effect 
on  expenditures.  Using  the  FY  2009 
relative  weights,  the  documentation  and 
coding  effect  would  have  been  an 
estimated  3.2  percent  in  FY  2008 
instead  of  our  estimated  2.5  percent. 
Even  assuming  no  continued 
improvement  in  documentation  and 
coding  in  FY  2009,  we  estimated  that 
the  use  of  the  FY  2009  relative  weights 
would  result  in  an  additional  0.7 
percent  documentation  and  coding 
effect  in  FY  2009.  After  taking  into 
account  the  results  of  our  FY  2008 
analysis  and  the  expertise  of  our  coding 
staff,  our  actuaries  continue  to  estimate 
that  the  cumulative  overall  effect  of 
documentation  and  coding 
improvements  under  the  MS-DRG 
system  will  be  4.8  percent-.  However, 
our  actuaries  estimate  that  these 
improvements  will  be  substantially 
complete  by  the  end  of  FY  2009. 


Therefore,  our  estimate  of  the  FY  2009 
MS-DRG  documentation  and  coding 
effect  for  the  proposed  rule  was  2.3 
percent. 

As  in  prior  years,  the  FY  2008 
MedPAR  files  were  available  to  the 
public  to  allow  independent  analysis  of 
the  FY  2008  documentation  and  coding 
effect.  Interested  individuals  may  still 
order  these  files  by  going  to  the  Web  site 
at  http://www.cms.hhs.gov/ 
LdmitedDataSets/  and  clicking  on 
MedPAR  Limited  Data  Set  (LDS)- 
Hospital  (National).  This  Web  page 
describes  the  file  and  provides 
directions  and  further  detailed 
instructions  for  how  to  order. 

Persons  placing  an  order  must  send 
the  following:  a  Letter  of  Request,  the 
LDS  Data  Use  Agreement  and  Research 
Protocol  (refer  to  the  Web  site  for  further 
instructions),  the  LDS  Form,  and  a 
check  for  $3,655  to: 

Mailing  address  if  using  the  U.S.  Postal 
Service:  Centers  for  Medicare  & 
Medicaid  Services,  RDDC  Account, 
Accounting  Division,  P.O.  Box  7520, 
Baltimore,  MD  21207-0520. 

Mailing  address  if  using  express  mail: 
Centers  for  Medicare  &  Medicaid 
Services,  OFM/Division  of 
Accounting — RDDC,  7500  Security 
Boulevard,  C3-07-11,  Baltimore,  MD 
21244-1850. 

Comment:  MedPAC  commented  that 
its  analysis  of  2008  claims  confirmed 
the  CMS  finding  that  documentation 
and  coding  improvements  increased 
case-mix  by  2.5  percent  in’ 2008,  which 
resulted  in  overpayments  of  1.9  percent. 
With  regard  to  CMS’  projection  that  by 
the  end  of  2009,  hospitals’ 
documentation  and  coding 
improvements  will  have  increased  case- 
mix  by  a  cumulative  total  of  4.8  percent, 
MedPAC  stated  that,  while  all 
documentation  and  coding 
improvement  projections  are  subject  to 
uncertainty,  4.8  percent  appears  to  be  a 
reasonable  estimate,  given  MedPAC’s 
own  examination  of  recent  experience 
in  Maryland. 

Response:  We  agree  with  MedPAC’s 
comment  that  changes  in 
documentation  and  coding  increased 
case-mix  by  2.5  percent  in  FY  2008. 
Using  more  recent  FY  2008  claims  data 
updated  through  March  2009,  our 
actuaries’  estimate  of  the  effect  of 
changes  in  documentation  and  coding 
continues  to  be  2.5  percent.  Our 
actuaries  also  continue  to  estimate  that 
by  the  end  of  FY  2009,  changes  in 
documentation  and  coding  will  have 
increased  case-mix  by  4.8  percent, 
consistent  with  MedPAC’s  comment. 

Comment:  Most  commenters 
questioned  CMS’  methodology  for  the 


retrospective  evaluation  of  FY  2008 
claims  data  and  CMS’  finding  that  real 
case-mix  growth  in  FY  2008  was 
negative.  These  comments  were 
generally  similar  to  the  comments  from 
the  AHA,  which  read: 

“In  its  analysis  of  documentation  and 
coding  changes,  CMS  concludes  that 
from  FY  2007  to  FY  2008,  there  was  a 
decline  in  real  case  mix;  in  contrast,  our 
analysis  found  that  there  is  a  historical 
pattern  of  steady  annual  increases  of  1.2 
to  1.3  percent  in  real  case  mix  and  we 
are  concerned  that  CMS’  conclusion  is 
incorrect.  Further,  because  CMS’ 
conclusion  that  real  case-mix  declined 
is  an  inference  based  on  its  analysis  of 
documentation  and  coding-related 
increases,  we  are  concerned  that  the  1.9 
percent  proposed  cut  also  is  inaccurate 
and  overstated.” 

The  commenters  also  raised  concerns 
that.CMS’  estimate  did  not  fully 
consider  other  potential  causes  of 
increased  case-mix,  such  as  patients 
requiring  less  complex  services 
receiving  care  in  other  settings  and 
“healthier”  patients  enrolling  in 
Medicare  Advantage  plans  in  increasing 
numbers.  Other  commenters  indicated 
that  factors  such  as  the  changes  in  the 
CC/MCC  definitions,  limitations  on  the 
number  of  codes  used  by  CMS  for 
payment  and  ratesetting,  resequencing 
of  secondary  diagnoses,  the  transition  to 
the  cost-based  weights,  less  use  of  “not 
otherwise  specified”  codes,  and 
increases  in  real  case-mix  due  to  health 
reform  efforts  also  resulted  in  an 
inaccurate  documentation  and  coding 
analysis.  One  commenter  indicated  that, 
of  the  overall  case-mix  increase,  1.0 
percent  to  1.5  percent  is  “real”  case-mix 
increase,  while  1.0  percent  to  1.5 
percent  is  due  to  documentation  and 
coding  or  other  increases. 

Response:  The  assertion  that  there  is 
a  historical  pattern  of  steady  annual 
increases  of  1.2  to  1.3  percent  in  real 
case-mix  is  predicated  on  the 
assumption  that  there  was  little 
documentation  and  coding  effect  in 
those  historical  years.  In  considering 
these  comments  concerning  historical 
real  case-mix,  we  calculated  overall 
increases  in  case-mix  for  the  period 
from  FY  2000  to  FY  2007  using  the 
cases  from  each  year  and  the  GROUPER 
and  relative  weights  applicable  for  each 
year.  The  results  are  shown  in  the 
following  chart: 
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Overall  Case-Mix  Increases  for 
FY  2000  TO  FY  2007 


Year 

Overall  case- 
mix  change 
from  prior  year 
(in  percent) 

FY  2000  . 

-0.7 

FY  2001  . 

-0.4 

FY  2002  . 

1.0 

FY  2003  . 

1.4 

FY  2004  . 

1.0 

FY  2005  . 

0.9 

FY  2006  . 

1.2 

FY  2007  . 

-0.2 

Overall  case-mix  growth  is 
predominately  comprised  of  three 
factors:  real  case-mix  growth;  a 
documentation  and  coding  effect;  and  a 
measurement  effect.  Under  the 
reasonable  assumption  that  there  has 
been  a  relatively  small  measurement 
effect  in  those  years,  the  assertion  that 
there  is  a  historical  pattern  of  steady 
annual  increases  of  1.2  to  1.3  percent  in 
real  case-mix  implies  that  the 
documentation  and  coding  effect  in 
many  of  those  years  was  negative.  For 
example,  as  described  earlier,  we 
estimated  a  recent  measurement  effect 
of  +0.3  percent.  The  overall  case-mix 
growth  of  7  0.2  percent  in  FY  2007  net 
of  a  measurement  effect  of  +0.3  percent 
results  in  growth  of  +0.1  percent.  A  real 
case-mix  growth  of  +1.2  percent  in  FY 

2007,  therefore,  implies  a  negative 
documentation  and  coding  effect  of 
approximately  —1.1  percent.  It  is  not 
obvious  why  documentation  and  coding 
would  have  had  such  a  large  negative 
effect  in  FY  2007,  or  in  any  other  year 
where  the  overall  case-mix  change  is 
significantly  less  than  the  commenter’s 
claimed  average  annual  trend,  calling 
into  question  the  assertion  that  real 
case-mix  growth  is  a  steady  1.2  to  1.3 
percent  per  year. 

Our  current  estimate  of  the  overall 
case-mix  growth  for  FY  2008  based  on 
more  recent  data  than  the  data  used  in 
the  proposed  rule  is  2.0  percent,  still 
less  than  our  actuaries’  estimate  of  a  2.5 
percent  documentation  and  coding 
increase.  With  respect  to  the  concerns 
raised  by  commenters  about  our  finding 
of  negative  real  case-mix  growth  in  FY 

2008,  a  finding  of  negative  real  case-mix 
growth  is  consistent  with  the  fact  that, 
in  some  years,  overall  case-mix  growth 
has  been  negative,  as  shown  in  the  chart 
presented  above  in  this  response.  Some 
commenters  were  particularly  focused 
on  our  statement  in  the  proposed  rule 
regarding  a  relative  decline  in  above 
average  cost  short-stay  surgical  cases. 
We  did  not  state  that  the  decline  in  real 
case-mix  was  entirely  attributable  to  the 


relative  decline  in  above  average  cost 
short-stay  outliers.  We  stated  that — 

“After  additional  data  analysis,  our 
actuaries  determined  that  the  1.9 
percent  growth  in  overall  case-mix  was 
consistent  with  our  2.5  percent  estimate 
of  the  FY  2008  documentation  and 
coding  effect  for  reasons  that  included: 

(1)  Our  mathematical  model  for 
determining  the  2.5  percent 
documentation  and  coding  effect  was 
corroborated  by  the  amount  of  case-mix 
growth  attributed  to  within-DRG 
improvements  in  secondary  coding  of 
MCCs  and  CCs;  (2)  our  data  analysis 
confirmed  the  substitution  of  specified 
diagnosis  for  unspecified  diagnoses  for 
such  common  conditions  as  heart 
failure  and  chronic  obstructive 
pulmonary  disease;  and  (3)  there  was  a 
relative  decline  in  above  average  cost 
short-stay  surgical  cases  that  can  be 
performed  on  an  outpatient  basis,  such 
as  certain  high-volume  pacemaker 
procedures.” 

The  decline  in  above  average  cost 
short-stay  surgical  cases  was  one  factor 
in  our  actuaries’  determination  that  the 
1.9  percent  growth  in  overall  case-mix 
was  consistent  with  our  2.5  percent 
documentation  and  coding  estimate.  It 
was  not  the  only  factor.  Our  current 
estimate  of  the  overall  case-mix  growth 
between  FY  2007  and  FY  2008  based  on 
more  recent  data  than  the  data  used  in 
the  proposed  rule  is  2.0  percent.  We 
observed  numerous  small  changes  for  a 
number  of  base  DRGs  that  drive  the 
difference  between  this  overall  case  mix 
growth  estimate  of  2.0  percent  and  our 
documentation  and  coding  estimate  of 
2.5  percent,  including  the  relative 
decline  in  above  average  cost  surgical 
stay  cases  that  can  be  performed  on  an 
outpatient  basis  that  we  cited  in  the 
proposed  rule.  These  other  base  DRGs 
include  MS-DRGs  193, 194,  and  195 
(Simple  Pneumonia  and  Pleurisy  with 
MCC,  with  CC,  and  without  CC  or  MCC, 
respectively);  MS-DRGs  246  and  247 
(Percutaneous  Cardiovascular  Procedure 
with  Drug-Eluting  Stent  with  MCC  or 
Four  or  More  (4+)  Vessels/Stents  and 
without  MCC,  respectively);  MS-DRGs 
233  and  234  (Coronary  Bypass  with 
Cardiac  Catheterization  with  MCC  and 
without  MCC,  respectively);  MS-DRGs 
235  and  236  (Coronary  Bypass  without 
Cardiac  Catheterization  with  MCC  and 
without  MCC,  respectively);  MS-DRGs 
252,  253,  and  254  (Other  Vascular 
Procedures  with  MCC,  with  CC,  and 
without  CC  or  MCC,  respectively);  MS- 
DRGs  291,  292,  and  293  (Hqart  Failure 
and  Shock  with  MCC,  with  CC,  and 
without  CC  or  MCC,  respectively);  MS- 
DRG  313  (Chest  Pain);  and  MS-DRGs 
391  and  392  (Esophagitis, 

Gastroenteritis  and  Miscellaneous 


Digestive  Disorders  with  MCC  and 
without  MCC,  respectively).  It  is 
reasonable  that  the  cumulative  impact 
of  small  changes  across  a  number  of 
base  DRGs  could  result  in  a  difference 
of  0.5  percentage  points  between  the 
overall  growth  in  case-mix  and  our 
documentation  and  coding  estimate. 

With  respect  to  the  commenters  who 
raised  concerns  that  our  estimate  did 
not  fully  consider  other  potential  causes 
of  increased  real  case-mix,  such  as 
patients  requiring  less-complex  services 
receiving  care  in  other  settings, 
“healthier”  patients  enrolling  in  MA 
plans  in  increasing  numbers,  and  health 
reform  efforts,  we  note  that  our 
methodology  for  estimating 
documentation  and  coding  does  not,  by 
definition,  include  real  case-mix, 
regardless  of  the  actual  real  case-mix 
level.  As  MedPAC  stated  in  its 
comment: 

“Our  analysis  of  hospital  claims  for 
fiscal  year  2008  confirms  CMS’s 
findings.  To  see  how  much  the  aggregate 
CMI  and  payments  increased  in  2008 
due  solely  to  hospitals’  DCI,  we  used 
fiscal  year  2008  claims — from  the 
December  2008  update  of  the  2008 
MedPAR  file — to  calculate  the  national 
aggregate  CMI  based  on  the  2008  MS- 
DRGs  and  weights.  Using  the  same 
claims,  we  also  calculated  the  aggregate 
CMI  based  on  the  2007  DRGs  and 
weights.  The  difference  between  the  two 
CMIs  is  2.8  percent.  By  definition,  this 
change  in  reported  case  mix  is  not  real 
because  the  cases  are  the  same.” 

The  question  is  how  much  of  the  2.8 
percent  increase  is  due  to  a 
documentation  and  coding  effect  and 
how  much  is  due  to  a  measurement 
effect.  Both  MedPAC  and  our  actuaries, 
based  on  prior  year  data,  estimate  the 
measurement  effect  to  be  0.3  percent, 
yielding  our  2.5  percent  FY  2008 
documentation  and  coding  effect. 

With  respect  to  the  commenter  who 
indicated  that  real  case-mix  growth  was 

I. 0  percent  to  1.5  percent,  the  primary 
reason  cited  was  the  interaction  of  the 
resequencing  of  secondary  diagnoses, 
changes  in  MS-DRG  definitions,  and 
limitations  on  the  number  of  codes  used 
by  CMS  for  payment  and  ratesetting. 
There  is  a  yearly  review  for  making  MS- 
DRG  changes.  As  we  note  in  section 

II.  B. 2.  of  this  preamble,  the  actual 
process  of  forming  MS-DRGs  is  highly 
iterative  and  involves  statistical  results 
from  test  data  and  clinical  judgment.  In 
addition,  while  hospitals  may  submit  up 
to  25  diagnosis  codes  and  25  procedure 
codes  on  the  claim,  our  payment  system 
uses  only  the  first  9  diagnosis  code 
positions  and  the  first  6  procedure  code 
positions  for  payment  purposes.  The 
commenter  observed  that  the 


43772  Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


combination  of  this  system  limitation 
with  the  yearly  review  of  MS-DRGs  has 
a  sequencing  effect.  The  commenter  did 
not  believe  that  the  resequencing  of 
secondary  diagnoses  was  a 
documentation  and  coding  effect.  We 
disagree.  Resequencing  is  merely  a 
change  in  the  hospital’s  ordering  of  the 
codes  that  will  be  used  for  payment 
purposes.  It  causes  a  payment  change 
unrelated  to  any  change  in  the 
underlying  condition  of  a  patient.  As  we 
have  stated  on  numerous  occasions,  we 
do  not  believe  that  these  types  of 
documentation  and  coding  changes  are 
the  result  of  inappropriate  behavior  on 
the  part  of  hospitals.  However,  to  the 
extent  resequencing  occurs,  it  is 
appropriately  included  in  our 
documentation  and  coding  increase. 

Comment:  Multiple  commenters  were 
disappointed  that  CMS  was  unable  to 
obtain  relevant  findings  based  on  CDAC 
data  to  quantify  real  case-mix  change. 

Response:  As  we  stated  in  the 
proposed  rule,  when  we  attempted  to 
use  the  CDAC  data  to  distinguish 
increase  in  real  case-mix  growth  from 
increases  due  to  documentation  and 
coding  in  the  overall  case-mix  number, 
we  found  aberrant  data  and  significant 
inconsistency  across  the  FY  1999-FY 
2007  analysis  period.  It  was  not  possible 
to  distinguish  changes  in 
documentation  and  coding  from 
changes  in  real  case-mix  in  the  CDAC 
data.  Therefore,  we  concluded  that  the 
CDAC  data  would  not  support  analysis 
of  real  case-mix  growth  that  could  be 
used  in  our  retrospective  evaluation  of 
the  FY  2008  claims*  data.  While  we 
acknowledge  the  disappointment  of  the 
commenters,  we  note  that  we  did  not 
receive  any  alternative  analysis  directly 
measuring  real  case-mix  growth  that  did 
not  rely  on  assumptions  with  respect  to 
the  other  factors  that  influence  overall 
case-mix  growth. 

Comment:  Some  commenters 
suggested  that  rural  providers  are 
typically  presented  with  less  complex 
cases  and  have  fewer  opportunities  to 
benefit  from  improved  coding 
opportunities. 

Response:  As  MedPAC  stated  in  its 
comment,  “In  addition,  we  estimated 
the  2008  DCI  effect  using  the  same 
methods  for  various  subgroups  of 
hospitals.  Although  the  DCI  estimates 
varied  somewhat  among  the  groups,  the 
variation  was  generally  small.  Thus,  the 
DCI  response  appears  to  be  widely 
consistent  among  all  types  of  hospitals.” 
Our  own  analyses  confirm  MedPAC’s 
finding  that  the  documentation  and 
coding  response  appears  to  be  generally 
consistent  among  different  types  of 
hospitals,  including  urban  and  rural 
hospitals.  Using  the  same  methodology 


described  earlier,  the  difference  in  the 
DCI  response  between  urban  and  rural 
hospitals,  was  not  significant,  similar  to 
our  findings  discussed  elsewhere  that 
the  differences  for  MDHs  and  SCHs 
were  not  significant. 

We  also  note  that  we  discussed  the 
issue  of  a  uniform  adjustment  for  DCI 
response  in  the  FY  2008  IPPS  final  rule 
(72  FR  47184),  published  prior  to  the  ^ 
TMA,  Abstinence  Education,  and  QI 
Programs  Extension  Act  of  2007.  In  that  . 
discussion,  we  noted  that  “While 
improvements  in  documentation  and 
coding  that  increase  case  mix  may  be 
variable,  section  1886(d)(3)(A)(vi)  of  the 
Act  only  allows  us  to  apply  the 
adjustments  that  are  a  result  of  changes 
in  the  coding  or  classification  of 
discharges  that  do  not  reflect  real 
changes  in  case  mix  to  the  standardized 
amounts.” 

Section  7  of  the  TMA,  Abstinence 
Education,  and  QI  Programs  Extension 
Act  of  2007  specifically  references 
section  1886(d)(3)(A)(vi),  stating  that  the 
Secretary  shall  “make  an  appropriate 
adjustment  under  paragraph  (3)(A)(vi)  of 
such  section  1886(d).”  Section 
1886(d)(3)(A)(iv)(II)  of  the  Act  directed 
CMS  to  eliminate  separate  standardized 
amounts  for  large  urban  areas  and  other 
areas  beginning  in  FY  2004,  creating  the 
current  uniform  standardized  amount 
that  is  applicable  to  all  hospitals. 
Therefore,  even  if  the  data  did  indicate  ' 
a  different  DCI  response  for  urban  and 
rural  hospitals,  the  law  continues  to 
only  allow  us  to  apply  the  prospective 
adjustments  that  are  a  result  of  changes 
in  the  coding  or  classification  of 
discharges  that  do  not  reflect  real 
changes  in  case-mix  to  the  standardized 
amount. 

5.  Adjustments  for  FY  2010  and 
Subsequent  Years  Authorized  by 
Section  7(b)(1)(A)  of  Public  Law  110-90 
and  Section  1886(d)(3)(vi)  of  the  Act 

Based  on  our  most  current  evaluation 
of  FY  2008  Medicare  claims  data,  the 
estimated  2.5  percent  change  in  FY  2008 
case-mix  due  to  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008 
exceeds  the  -  0.6  percent  prospective 
documentation  and  coding  adjustment 
applied  under  section  7(a)  of  Public 'Law 
110-90  by  1.9  percentage  points.  Under 
section  7(b)(1)(A)  of  Public  Law  119-90, 
the  Secretary  is  required  to  make  an 
appropriate  adjustment  under  section 
1886(d)(3)(A)(vi)  of  the  Act  to  the 
average  standardized  amounts  for 
subsequent  fiscal  years  in  order  to 
eliminate  the  full  effect  of  the 
documentation  and  coding  changes  on 
future  payments.  In  addition,  we  note 


that  the  Secretary  has  the  authority  to 
make  this  prospective  adjustment  in  FY 
2010  under  section  1886(d)(3)(A)(vi)  of 
the  Act.  As  we  have  consistently  stated 
since  the  initial  implementation  of  the 
MS-DRG  system,  we  do  not  believe  it  is 
appropriate  for  expenditures  to  increase 
due  to  MS-DRG-related  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix. 

We  also  estimate  that  the  additional 
change  in  case-mix  due  to  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2009 
will  be  2.3  percent,  which  would  exceed 
by  1.4  percentage  points  the  -0.9 
percent  prospective  documentation  and 
coding  adjustment  for  FY  2009  applied 
under  section  7(a)  of  Public  Law  100- 
90.  We  have  the  statutory  authority  to 
adjust  the  FY  2010  rates  for  this 
estimated  1.4  percentage  point  increase. 
However,  given  that  Public  Law  100-90 
requires  a  retrospective  claims 
evaluation  for  the  additional 
adjustments  described  in  section  II.D.6. 
of  this  preamble,  we  stated  in  the 
proposed  rule  that  we  believed  our 
evaluation  of  the  extent  of  the  overall 
national  average  changes  in  case-mix  for 
FY  2009  should  also  be  based  on  a 
retrospective  evaluation  of  all  FY  2009 
claims  data.  Because  we  do  not  receive 
all  FY  2009  claims  data  prior  to 
publication  of  this  final  rule,  we 
indicated  we  would  address  any 
difference  between  the  additional 
increase  in  FY  2009  case-mix  due  to 
changes  in  documentation  and  coding 
that  did  not  reflect  real  changes  in  case- 
mix  for  discharges  occurring  during  FY 
2009  and  the  -  0.9  percent  prospective 
documentation  and  coding  adjustment 
applied  under  section  7(a)  of  Public  Law 
110-90  in  the  FY  2011  rulemaking 
cycle. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24096),  we 
solicited  public  comment  on  the 
proposed  - 1.9  percent  prospective 
adjustment  to  the  standardized  amounts 
under  section  1886(d)  of  the  Act  to 
address  the  effects  of  documentation 
and  coding  changes  unrelated  to 
changes  in  real  case-mix  in  FY  2008.  In 
addition,  we  solicited  public  comments 
on  addressing  in  the  FY  2011 
rulemaking  cycle  any  differences 
between  the  increase  in  FY  2009  case- 
mix  due  to  changes  in  documentation 
and  coding  changes  that  do  not  reflect 
real  changes  in  case-mix  for  discharges 
occurring  during  FY  2009  and  the  -0.9 
percent  prospective  documentation  and 
coding  adjustment  applied  under 
section  7(a)  of  Public  Law  110-90.  We 
present  below  a  summation  of  the 
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public  comments  we  received  on  these 
issues  and  our  responses. 

Comment:  MedPAC  summarized  its 
comments  on  when  CMS  should  reduce 
payment  rates  to  prevent  further 
overpayments  and  to  recover 
overpayments  occurring  in  2008  and 

2009  as  follows:  “We  support  CMS’s 
proposal  to  reduce  IPPS  payments  in 

2010  by  1.9  percent  to  prevent  further 
overpayments.  While  we  and  the  CMS 
actuaries  believe  that  a  1.9  percent 
reduction  will  not  fully  prevent 
overpayments  from  continuing  in  2010, 
this  is  a  reasonable  first  step  toward 
reducing  overpayments.” 

Response:  While  we  agree  with 
MedPAC’s  comment  that  our  proposed 
—  1.9  percent  adjustment  would  be  a 
reasonable  first  step  with  respect  to  the 
documentation  and  coding  increases 
associated  with  the  implementation  of 
the  MS-DRGs,  nevertheless,  as 
discussed  below,  we  believe  that  it 
would  be  more  prudent  to  delay 
implementation  of  the  documentation 
and  coding  adjustment  to  allow  for  a 
more  complete  analysis  of  FY  2009 
claims  data.  If  the  estimated 
documentation  and  coding  effect 
determined  based  on  a  full  analysis  of 
FY  2009  claims  data  is  more  or  less  than 
our  current  estimates,  it  would  change, 
possibly  lessen,  the  anticipated 
cumulative  adjustments  that  we 
currently  estimate  we  would  have  to 
make  for  FY  2008  and  FY  2009 
combined  adjustment. 

Comment:  Most  commenters  opposed 
the  proposed  — 1.9  percent  prospective 
FY  2010  adjustment  for  FY  2008 
documentation  and  coding  increases, 
but  supported  the  proposal  not  to  apply 
a  FY  2010  prospective  adjustment  for 
estimated  FY  2009  documentation  and 
coding  increases.  The  commenters 
expressed  concern  over  the  financial 
impact  of  the  proposed  — 1.9  percent 
adjustment  and  the  methodology  for 
calculating  the  adjustment.  The 
comments  on  the  financial  impact  were 
generally  similar  to  those  contained  in 
the  comment  from  the  AHA,  which 
stated  that  “The  proposed  rule  includes 
a  1.9  percent  cut  to  both  operating  and 
capital  payments  in  FY  2010  and 
beyond — $23  billion  over  10  years — to 
correct  the  base  rate  for  payments  made 
in  FY  2008  that  CMS  claims  are  the 
effect  of  documentation  and  coding 
changes  that  do  not  reflect  real  changes 
in  case  mix.  In  combination  with  other 
policy  changes,  this  cut  results  in 
hospitals  being  paid  $1  billion  less  in 
FY  2010  than  in  FY  2009  *  *  *  We 
recognize  that  CMS  could  have  taken 
action  to  reduce  payments  more  than 
proposed  in  this  rule.  We  appreciate 
that  CMS  did  not  propose  cuts  for 


documentation  and  coding  changes  in 
FY  2009  or  cuts  to  recoup  the  estimated 
documentation  and  coding 
overpayments  in  FY  2008.  However, 
given  the  severity  of  the  1.9  percent 
proposed  cut,  and  in  light  of  the  fact 
that  our  analysis  shows  real  increases  in 
patient  severity,  we  ask  that  the  agency 
significantly  mitigate  its  proposed 
documentation  and  coding  cut.” 

Other  commenters  recommended  that  . 
CMS  seek  to  extend  the  timeframe 
beyond  2  years  to  phase  in  the  estimated 

-  6.6  percent  adjustment  to  the 
standardized  amount. 

Response:  Our  actuaries  have 
determined,  and  MedPAC  has 
confirmed,  that  the  implementation  of 
the  MS— DRG  system  resulted  in  changes 
in  documentation  and  coding  that  did 
not  reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008. 

The  impact  of  these  changes  exceeds  the 

—  0.6  percent  prospective 
documentation  and  coding  adjustments 
applied  under  section  7(a)  of  Public  Law 
110-90.  As  described  earlier,  analysis  of 
more  recent  claims  data  confirms  that 
the  difference  is  — 1.9  percent.  We 
addressed  the  comments  on  our 
methodology  in  the  section  II.D.4.  of 
this  preamble. 

We  fully  understand  that  our 
proposed  adjustment  of  —1.9  percent 
would  reduce  the  increase  in  payments 
that  affected  hospitals  would  have 
received  in  FY  2009  in  the  absence  of 
the  adjustment.  Although  we  are 
required  to  make  a  prospective 
adjustment  to  eliminate  the  full  effect  of 
coding  or  classification  changes  that  did 
not  reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008, 
we  believe  we  have  some  discretion 
regarding  when  to  implement  this 
adjustment.  Section  7(b)(1)(A)  of  Public 
Law  110-90  requires  that  if  the 
Secretary  determines  that 
implementation  of  the  MS-DRG  system 
resulted  in  changes  in  documentation 
and  coding  that  did  not  reflect  real 
changes  in  case-mix  for  discharges 
occurring  during  FY  2008  or  FY  2009 
that  are  different  than  the  prospective 
documentation  and  coding  adjustments 
applied  under  section  7(a)  of  Public  Law 
110-90,  the  Secretary  shall  make  an 
“appropriate”  adjustment  under  section 
1886(d)(3)(A)(vi)  of  the  Act. 

After  consideration  of  the  public 
comments  we  received  on  these  issues, 
we  have  determined  that  it  would  be 
appropriate  to  postpone  adopting 
documentation  and  coding  adjustments 
as  authorized  under  section  7(a)  of 
Public  Law  110-90  and  section 
1886(d)(3)(A)(vi)  of  the  Act  until  a  full 
analysis  of  case-mix  changes  can  be 
completed.  While  we  have  the  statutory 


authority  to  make  this  1.9  percent 
prospective  adjustment  entirely  in  FY 

2010,  we  believe  it  would  be  prudent  to 
wait  until  we  have  complete*  data  on  the 
magnitude  of  the  documentation  and 
coding  effect  in  FY  2009.  If  the 
documentation  and  coding  effect  were 
less  in  FY  2009  than  our  current 
estimates,  it  could  lessen  the  anticipated 
adjustment  that  we  currently  estimate 
we  would  have  to  make  for  FY  2008  and 
FY  2009  combined.  In  future 
rulemaking,  we  will  consider  applying  a 
prospective  adjustment  based  upon  a 
complete  analysis  of  FY  2008  and  FY 
2009  claims  data  over  an  extended  time 
period,  such  as  5  years,  beginning  in  FY 

2011.  During  this  phase-in  periocC  we 
intend  to  address  any  difference 
between  the  increase  in  FY  2009  case- 
mix  due  to  changes  in  documentation 
and  coding  that  did  not  reflect  real 
changes  in  case-mix  for  discharges 
occurring  during  FY  2009  and  the  -  0.9 
percent  prospective  documentation  and 
coding  adjustment  applied  under 
section  7(a)  of  Public  Law  110-90  in  the 
FY  2011  rulemaking  cycle. 

We  appreciate  the  commenters’ 
support  of  our  decision  not  to  apply  a 
FY  2010  prospective  adjustment  for 
estimated  FY  2009  documentation  and 
coding  increases  until  we  have 
performed  a  retrospective  evaluation  of 
the  FY  2009  claims  data. 

6.  Additional  Adjustment  for  FY  2010 
Authorized  by  Section  7(b)(1)(B)  of 
Public  Law  110-90 

As  indicated  above,  the  estimated  2.5 
percent  change  (estimated  from  analysis 
of  more  recent  data  than  the  data  used 
for  the  proposed  rule)  due  to 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008 
exceeds  the  —  0.6  percent  prospective 
documentation  and  coding  adjustment 
applied  under  section  7(a)  of  Public  Law 
110-90  by  1.9  percentage  points.  Our 
actuaries  currently  estimate  that  this  1.9 
percentage  point  increase  resulted  in  an 
increase  in  aggregate  payments  of 
approximately  $2.2  billion.  As 
described  earlier,  section  7(b)(1)(B)  of 
Public  Law  110-90  requires  an 
additional  adjustment  for  discharges 
occurring  in  FYs  2010,  2011,  and/or 
2012  to  offset  the  estimated  amount  of 
this  increase  in  aggregate  payments 
(including  interest). 

Although  section  7(b)(1)(B)  of  Public 
Law  110-90  requires  us  to  make  this 
adjustment  in  FYs  2010,  2011,  and/or 
2012,  we  have  discretion  as  to  when 
during  this  3  year  period  we  will  apply 
the  adjustment.  For  example,  we  could 
make  adjustments  to  the  standardized 
amounts  under  section  1886(d)  of  the 
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Act  in  FY  2010,  2011,  and  2012. 
Alternatively,  we  could  delay  offsetting 
the  increase  in  FY  2008  aggregate 
payments  by  applying  the  adjustment 
required  under  section  7(b)(1)(B)  of 
Public  Law  110-90  only  to  FYs  2011 
and  2012. 

We  did  not  propose  to  make  an 
adjustment  to  the  FY  2010  average 
standardized  amounts  to  offset,  in 
whole  or  in  part,  the  estimated  increase 
in  aggregate  payments  for  discharges 
occurring  in  FY  2008,  but  stated  in  the 
proposed  rule  that  we  intended  to 
address  this  issue  in  future  rulemaking 
for  FYs  2011  and  2012.  That  is,  we 
stated  we  would  address  recouping  the 
additional  expenditures  that  occurred  in 
FY  2008  as  a  result  of  the  1.9  percentage 
point  difference  between  the  actual 
changes  in  documentation  and  coding 
that  do  not  reflect  real  changes  in  case- 
mix,  or  2.5  percent,  and  the  —0.6 
percent  adjustment  applied  under 
Public  Law  110-90  in  FY  2011  and/or 
FY  2012,  as  required  by  law.  We 
indicated  that,  while  we  have  the 
statutory  authority  to  make  this  - 1.9 
percent  recoupment  adjustment  entirely 
in  FY  2010,  we  are  delaying  the 
adjustment  until  FY  2011  and  FY  2012 
because  we  do  not  have  any  data  yet  on 
the  magnitude  of  the  documentation 
and  coding  effect  in  FY  2009.  If  the 
documentation  and  coding  effect  were 
less  in  FY  2009  than  our  current 
estimates,  it  could  lessen  the  anticipated 
recoupment  adjustment  that  we 
currently  estimate  we  would  have  to 
make  for  FY  2008  and  FY  2009 
combined.  As  we  have  the  authority  to 
recoup  the  aggregate  effect  of  this  1.9 
percentage  point  difference  in  FY  2008 
IPPS  payments  in  FY  2011  or  FY  2012 
(with  interest),  delaying  this  adjustment 
would  have  no  effect  on  Federal  budget 
outlays.  In  the  proposed  rule,  we 
indicated  that  we  intended  to  wait  until 
we  have  a  complete  year  of  data  on  the 
FY  2009  documentation  and  coding 
effect  before  applying  a  recoupment 
adjustment  for  IPPS  spending  that 
occurred  in  FY  2008  or  we  estimate  will 
occur  in  FY  2009. 

As  discussed  above,  section  7(b)(1)(B) 
of  Public  Law  110-90  requires  the 
Secretary  to  make  an  additional 
adjustment  to  the  standardized  amounts 
under  section  1886(d)  of  the  Act  to 
offset  the  estimated  increase  or  decrease 
in  aggregate  payments  for  FY  2009 
(including  interest)  resulting  from  the 
difference  between  the  estimated  actual 
documentation  and  coding  effect  and 
the  documentation  and  coding 
adjustments  applied  under  section  7(a) 
of  Public  Law  110-90.  This 
determination  must  be  based  on  a 
retrospective  evaluation  of  claims  data. 


Because  we  will  not  receive  all  FY  2009 
claims  data  prior  to  publication  of  this 
final  rule,  as  we  indicate  in  the 
proposed  rule,  we  intend  to  address  any 
increase  or  decrease  in  FY  2009 
payments  in  future  rulemaking  for  FY 
2011  and  2012  after  we  perform  a 
retrospective  evaluation  of  the  FY  2009 
claims  data.  Our  actuaries  currently 
estimate  that  this  adjustment  will  be 
•approximately  -3.3  percent.  This 
reflects  the  difference  between  the 
estimated  4.8  percent  cumulative  actual 
documentation  and  coding  changes  for 
FY  2009  (2.5  percent  for  FY  2008  and 
an  additional  2.3  percent  for  FY  2009) 
and  the  cumulative  - 1.5  percent 
documentation  and  coding  adjustments 
applied  under  section  7(a)  of  Public  Law 
110-90  (-0.6  percent  in  FY  2008  and 
—  0.9  percent  in  FY  2009).  We  note  that 
the  actual  adjustments  are 
multiplicative  and  not  additive.  This 
more  recent  estimated  4.8  percent 
cumulative  actual  documentation  and 
coding  changes  for  FY  2009  includes  the 
impact  of  the  changes  in  documentation 
and  coding  first  occurring  in  FY  2008 
because  we  believe  hospitals  will 
continue  these  changes  in 
documentation  and  coding  in 
subsequent  fiscal  years.  Consequently, 
these  documentation  and  coding 
changes  will  continue  to  impact 
payments  under  the  IPPS  absent  a 
prospective  adjustment  to  account  for 
the  effect  of  these  changes. 

We  note  that,  unlike  the  — 1.9 
adjustment  to  the  standardized  amounts 
under  section  7(b)(1)(A)  of  Public  Law 
ll0-90  described  earlier,  any 
adjustment  to  the  standardized  amounts 
Under  section  7(b)(1)(B)  of  Public  Law 
110-90  would  not  be  cumulative,  but 
would  be  removed  for  subsequent  fiscal 
years  once  we  have  offset  the  increase 
in  aggregate  payments  for  discharges  for 
FY  2008  expenditures  and  FY  2009 
expenditures,  if  any. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24096),  we 
solicited  public  comment  on  our 
proposal  not  to  offset  the  1.9  percent 
increase  in  aggregate  payments 
(including  interest)  for  discharges 
occurring  in  FY  2008  resulting  from  the 
adoption  of  the  MS-DRGs,  but  to 
instead  address  this  issue  in  future 
rulemaking  for  FYs  2011  and  2012. 

Comment:  MedPAC  stated  in  its 
comments  on  the  adjustment  to  the 
standardized  amounts  under  section 
7(b)(1)(B)  of  Public  Law  110-90:  “In 
addition,  it  would  be  desirable  for  CMS 
to  minimize  year-to-year  changes  in 
payment  adjustments  it  must  make  to 
recover  overpayments  that  were  made  in 
2008  and  2009.  To  achieve  this  goal, 
CMS  should  consider  spreading  the 


recovery  of  2008  overpayments  over  3 
years,  beginning  in  2010.” 

Response:  We  appreciate  MedPAC’s 
comment  that  it  would  be  desirable  to 
minimize  year-to-year  changes  in 
payment  adjustments  due  to  the 
recoupment  adjustments.  However,  as 
we  stated  in  the  proposed  rule,  we 
continue  to  believe  it  would  be  more 
appropriate  to  examine  the  FY  2009 
claims  data  fully  before  making  a 
determination  as  to  the  appropriate 
timing  of  the  FY  2008  recoupment 
adjustment.  Postponing  this  adjustment 
until  a  retrospective  evaluation  of  the 
claims  data  from  both  FY  2008  and  FY 
2009  are  available  would  allow  us  to 
make  annual  adjustments  more 
appropriately  in  FY  2011  and  FY  2012. 

Comment:  As  noted  above,  some 
commenters  recommended  that  CMS 
seek  to  extend  the  timeframe  beyond  2 
years  to  phase  in  the  estimated  -  6.6 
percent  adjustment  to  the  standardized 
amount.  The  commenters  asked  CMS  to 
seek  necessary  legislative  action  to 
accommodate  such  a  policy. 

Response:  As  discussed  in  the 
proposed  rule,  we  are  required  under 
section  7(b)(1)(B)  of  Public  Law  110-90  • 
to  recapture  the  difference  of  actual 
documentation  and  coding  effect  in  FY 

2008  and  FY  2009  that  is  greater  .than 
the  prior  adjustments.  This  retrospective 
recoupment  process  must  be  completed 
by  the  end  of  FY  2012.  The  large 
majority  of  the  remaining  adjustment  to 
the  standardized  amount  reflects 
retrospective  adjustment.  At  this  time, 
we  have  no  plans  to  seek  legislative 
action  to  change  the  time  period  for  this 
adjustment. 

Comment:  Most  commenters 
expressed  concern  with  the  significant 
negative  financial  impacts  that  would  be 
incurred  by  providers  if  CMS  adopted 
that  proposed  - 1.9  percent 
documentation  and  coding  adjustment 
in  FY  2010.  The  commenters  cited 
providers’  already  small  or  negative 
margins  for  Medicare  payments,  and 
requested  that  CMS  not  further  reduce 
payments  during  the  current  period  of 
economic  instability  and  reduced  State 
funding.  Other  commenters  indicated 
that  it  would  be  appropriate  to  delay 
any  adjustment  to  the  standardized 
amounts  under  section  7(b)(1)(B)  of 
Public  Law  110-90  until  after  CMS  has 
the  opportunity  to  fully  examine  the  FY 

2009  claims  data. 

Response:  We  recognize  that  any 
adjustment  to  account  for  the 
documentation  and  coding  effect 
observed  in  the  FY  2008  and  FY  2009 
claims  data  may  result  in  significant 
future  payment  reduction  for  providers. 
However,  as  discussed  in  the  proposed 
rule,  we  are  required  under  section 
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7(b)(1)(B)  of  Public  Law  li0-90  to 
recapture  the  difference  of  actual 
documentation  and  coding  effect  in  FY 
2008  and  FY  2009  that  is  greater  than 
the  prior  adjustments.  We  agree  with  the 
commenters  who  requested  that  CMS 
delay  any  adjustment  and,  for  the 
reasons  stated  above,  expect  to  address 
this  issue  through  the  FY  2011 
rulemaking. 

7.  Background  on  the  Application  of  the 
Documentation  and  Coding  Adjustment 
to  the  Hospital-Specific  Rates 

Under  section  1886(d)(5)(D)(i)  of  the 
Act,  SCHs  are  paid  based  on  whichever 
of  the  following  rates  yields  the  greatest 
aggregate  payment:  The  Federal  rate;  the 
updated  hospital-specific  rate  based  on 
FY  1982  costs  per  discharge;  the 
updated  hospital-specific  rate  based  on 
FY  1987  costs  per  discharge;  the 
updated  hospital-specific  rate  based  on 
FY  1996  costs  per  discharge;  or  the 
updated  hospital-specific  rate  based  on 
FY  2006  costs  per  discharge.  Under 
section  1886(d)(5)(G)  of  the  Act,  MDHs 
are  paid  based  on  the  Federal  national 
rate  or,  if  higher,  the  Federal  national 
rate  plus  75  percent  of  the  difference 
between  the  Federal  national  rate  and 
the  updated  hospital-specific  rate  based 
on  the  greatest  of  the  FY  1982,  FY  1987, 
or  FY  2002  costs  per  discharge.  In  the 
FY  2008  IPPS  final  rule  with  comment 
period  (72  FR  47152  through  47188),  we 
established  a  policy  of  applying  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates.  In  that 
final  rule  with  comment  period,  we 
indicated  that  because  SCHs  and  MDHs 
use  the  same  DRG  system  as  all  other 
hospitals,  we  believe  they  should  be 
equally  subject  to  the  budget  neutrality 
adjustment  that  we  are  applying  for 
adoption  of  the  MS-DRGs  to  all  other 
hospitals.  In  establishing  this  policy,  we 
relied  on  section  1886(d)(3)(A)(vi)  of  the 
Act,  which  provides  us  with  the 
authority  to  adjust  “the  standardized 
amount”  to  eliminate  the  effect  of 
changes  in  coding  or  classification  that 
do  not  reflect  real  change  in  case-mix. 

However,  in  the  final  rule  that 
appeared  in  the  Federal  Register  on 
November  27,  2007  (72  FR  66886),  we 
rescinded  the  application  of  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates  retroactive 
to  October  1,  2007.  In  that  final  rule,  we 
indicated  that,  while  we  still  believe  it 
would  be  appropriate  to  apply  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates,  upon 
further  review,  we  decided  that  the 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates  is  not  consistent  with  the 
plain  meaning  of  section 


1886(d)(3)(A)(vi)  of  the  Act,  which  only 
mentions  adjusting  “the  standardized 
amount”  under  section  1886(d)  of  the 
Act  and  does  not  mention  adjusting  the 
hospital-specific  rates. 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23540),  we  indicated  that  we 
continued  to  have  concerns  about  this 
issue.  Because  hospitals  paid  based  on 
the  hospital-specific  rate  use  the  same 
MS-DRG  system  as  other  hospitals,  we 
believe  they  have  the  potential  to  realize 
increased  payments  from 
documentation  and  coding  changes  that 
do  not  reflect  real  increases  in  patients’ 
severity  of  illness.  In  section 
1886(d)(3)(A)(vi)  of  the  Act,  Congress 
stipulated  that  hospitals  paid  based  on 
the  standardized  amount  should  not 
receive  additional  payments  based  on 
the  effect  of  documentation  and  coding 
changes  that  do  not  reflect  real  changes 
in  case-mix.  Similarly,  we  believe  that 
hospitals  paid  based  on  the  hospital- 
specific  rates  should  not  have  the 
potential  to  realize  increased  payments 
due  to  documentation  and  coding 
changes  that  do  not  reflect  real  increases 
in  patients’  severity  of  illness.  While  we 
continue  to  believe  that  section 
1886(d)(3)(A)(vi)  of  the  Act  does  not 
provide  explicit  authority  for 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates,  we  believe  that  we  have 
the  authority  to  apply  the 
documentation  and  coding  adjustment 
to  the  hospital-specific  rates  using  our 
special  exceptions  and  adjustment 
authority  under  section  1886(d)(5)(I)(i) 
of  the  Act.  The  special  exceptions  and 
adjustment  provision  authorizes  us  to 
provide  “for  such  other  exceptions  and 
adjustments  to  [IPPS]  payment  amounts 
*  *  *  as  the  Secretary  deems 
appropriate.”  In  the  FY  2009  IPPS  final 
rule  (73  FR  48448  through  48449),  we 
indicated  that,  for  the  FY  2010 
rulemaking,  we  planned  to  examine  our 
FY  2008  claims  data  for  hospitals  paid 
based  on  the  hospital-specific  rate.  We 
further  indicated  that  if  we  found 
evidence  of  significant  increases  in  case- 
mix  for  patients  treated  in  these 
hospitals  that  do  not  reflect  real  changes 
in  case-mix,  we  would  consider 
proposing  application  of  the 
documentation  and  coding  adjustments 
to  the  FY  2010  hospital-specific  rates 
under  our  authority  in  section 
1886(d)(5)(I)(i)  of  the  Act. 

In  response  to  public  comments 
received  on  the  FY  2009  IPPS  proposed 
rule,  we  stated  in  the  FY  2009  IPPS  final 
rule  that  we  would  consider  whether 
such  a  proposal  is  warranted  for  FY 
2010.  To  gather  information  to  evaluate 
these  considerations,  we  indicated  that 
we  planned  to  perform  analyses  on  FY 


2008  claims  data  to  examine  whether 
there  has  been  a  significant  increase  in 
case-mix  for  hospitals  paid  based  on  the 
hospital-specific  rate.  If  we  found  that 
application  of  the  documentation  and 
coding  adjustment  to  the  hospital- 
specific  rates  for  FY  2010  is  warranted, 
we  indicated  that  we  would  include  a 
proposal  to  do  so  in  the  FY  2010  IPPS 
proposed  rule. 

8.  Documentation  and  Coding 
Adjustment  to  the  Hospital-Specific 
Rates  for  FY  2010  and  Subsequent 
Fiscal  Years 

In  the  FY  2010  IPPS/RY  2010  LTCH 
proposed  rule  (74  FR  24098  through 
24100),  we  discussed  our  performance 
of  a  retrospective  evaluation  of  the  FY 
2008  claims  data  for  SCHs  and  MDHs 
using  the  same  methodology  described 
earlier  for  other  IPPS  hospitals.  We 
found  that,  independently  for  both 
SCHs  and  MDHs,  the  change  due  to 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008 
slightly  exceeded  the  proposed  2.5 
percent  result  discussed  earlier,  but  did 
not  significantly  differ  from  that  result. 

Again,  for  the  proposed  rule,  we 
found  that  the  within-base  DRG 
increases  were  almost  entirely 
responsible  for  the  case-mix  change.  In 
the  proposed  rule,  we  presented  two 
Figures  to  display  our  results. 

Therefore,  consistent  with  our 
statements  in  prior  IPPS  rules,  we 
proposed  to  use  our  authority  under 
section  1886(d)(5)(I)(i)  of  the  Act  to 
prospectively  adjust  the  hospital- 
specific  rates  by  the  proposed —2.5 
percent  in  FY  2010  to  account  for  our 
estimated  documentation  and  coding 
effect  in  FY  2008  that  does  not  reflect 
real  changes  in  case-mix.  We  proposed 
to  leave  this  adjustment  in  place  for 
subsequent  fiscal  years  in  order  to 
ensure  that  changes  in  documentation 
and  coding  resulting  from  the  adoption 
of  the  MS-DRGs  do  not  lead  to  an 
increase  in  aggregate  payments  for  SCHs 
and  MDHs  not  reflective  of  an  increase 
in  real  case-mix.  The  proposed  -2.5 
percent  adjustment  to  the  hospital- 
specific  rates  exceeded  the  — 1.9  percent 
adjustment  to  the  national  standardized 
amount  under  section  7(b)(1)(A)  of 
Public  Law  110-90  because,  unlike  the 
national  standardized  rates,  the  FY  2008 
hospital-specific  rates  were  not 
previously  reduced  in  order  to  account 
for  anticipated  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix 
resulting  from  the  adoption  of  the  MS- 
DRGs. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24100),  we 
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solicited  public  comment  on  the 
proposed  -  2.5  percent  prospective 
adjustment  to  the  hospital-specific  rates 
under  section  1886(d)(5)(I)(i)  of  the  Act 
and  our  proposal  to  address  in  the  FY 
2011  rulemaking  cycle  any  changes  in 
FY  2009  case-mix  due  to  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2009. 

We  also  indicated  that  we  intended  to 
update  our  analysis  with  FY  2008  data 
on  claims  paid  through  March  2008  [sic] 
for  the  FY  2010  IPPS  final  rule.  (We 
note  that  the  March  2008  update  claims 
paid  data  date  in  the  proposed  rule 
should  have  been  March  2009.) 

Consistent  with  our  approach  for  IPPS 
hospitals  discussed  earlier,  we  are  also 
delaying  adoption  of  a  documentation 
and  coding  adjustment  to  the  hospital- 
specific  rate  until  FY  2011.  Similar  to 
our  approach  for  IPPS  hospitals,  we  will 
consider,  through  future  rulemaking, 
phasing  in  the  documentation  and 
coding  adjustment  over  an  appropriate 
period.  As  we  indicated  earlier,  we  also 
will  address,  through  future  rulemaking, 
any  changes  in  documentation  and 
coding  that  do  not  reflect  real  changes 
in  case-mix  for  discharges  occurring 
during  FY  2009.  We  noted  that,  unlike 
the  national  standardized  rates,  the  FY 
2009  hospital-specific  rates  were  not 
previously  reduced  in  order  to  account 
for  anticipated  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix 
resulting  from  the  adoption  of  the  MS- 
DRGs.  However,  as  we  note  earlier  with 
regard  to  IPPS  hospitals,,  if  the  estimated 
documentation  and  coding  effect 
determined  based  on  a  full  analysis  of 
FY  2009  claims  data  is  more  or  less  than 
our  current  estimates,  it  would  change, 
possibly  lessen,  the  anticipated 
cumulative  adjustments  that  we 
currently  estimate  we  would  have  to 
make  for  the  FY  2008  and  FY  2009 
combined  adjustment.  Therefore,  we 
believe  that  it  would  be  more  prudent 
to  delay  implementation  of  the 
documentation  and  coding  adjustment 
to  allow  for  a  more  complete  analysis  of 
FY  2009  claims  data  for  hospitals 
receiving  hospital-specific  rates. 

Comment:  One  commenter  request 
that  CMS  rescind  the  documentation 
and  coding  adjustment  for  SCHs  and 
MDHs.  The  commenter  contended  that, 
due  to  the  special  recognition  and 
protection  afforded  to  these  provider 
types  by  the  Medicare  program,  CMS 
should  more  closely  reexamine  any 
negative  payment  adjustment  that  may 
threaten  the  viability  of  these  providers. 
Commenters  also  questioned  the 
statutory  authority  to  apply  this 
adjustment  to  SCHs  and  MDHs.  The 


commenters  argued  that  because 
Congress  included  specific  statutory 
authority  to  adjust  the  standardized 
amount  in  section  1886(d)(3)(A)(vi)  of 
the  Act,  CMS  is  precluded  from  using 
the  broader  “adjustments”  language  in 
section  1886(d)(5)(I)(i)  of  the  Act  to 
apply  those  same  adjustments  to  the 
hospital-specific  rate. 

Response:  We  disagree  with  the 
commenter  that  the  Secretary’s  broad 
authority  to  make  exceptions  and 
adjustment  to  payment  amounts  under 
section  1886(d)(3)(A)(vi)  of  the  Act 
cannot  be  applied  in  this  instance.  We 
have  discussed  the  basis  for  applying 
such  an  adjustment  in  prior  rules  (in  the 
FY  2009  proposed  rule  (73  FR  23540), 
the  FY  2009  final  rule  (73  FR  48448), 
and  the  FY  2010  proposed  rule  (74  FR 
24098))  and  do  not  agree  that  the 
language  in  section  1886(d)(3)(A)(vi)  of 
the  Act  limits  our  authority  under 
section  1886(d)(5)(I)(i)  of  the  Act  to 
make  such  an  adjustment.  We  recognize 
that  SCHs  and  MDHs  are  entitled 
through  legislation  to  receive  the 
hospital-specific  rate  in  order  to 
compensate  for  their  unique  service 
requirements  in  the  provider 
community.  Similar  to  our  approach 
with  IPPS  hospitals,  through  future 
rulemaking,  we  will  consider  a  phase-in 
of  the  documentation  and  coding 
adjustment  over  an  appropriate  period, 
beginning  in  FY  2011,  and  will  continue 
to  separately  analyze  SCH  and  MDH 
claims  data  to  assure  that  any  future 
adjustment  is  appropriate  for  these 
provider  types. 

9.  Background  on  the  Application  of  the 
Documentation  and  Coding  Adjustment 
to  the  Puerto  Rico-Specific  Standardized 
Amount 

Puerto  Rico  hospitals  are  paid  based 
on  75  percent  of  the  national 
standardized  amount  and  25  percent  of 
the  Puerto  Rico-specific  standardized 
amount.  As  noted  previously,  the 
documentation  and  coding  adjustment 
we  adopted  in  the  FY  2008  IPPS  final 
rule  with  comment  period  relied  upon 
our  authority  under  section 
1886(d)(3)(A)(vi)  of  the  Act,  which 
provides  the  Secretary  the  authority  to 
adjust  “the  standardized  amounts 
computed  under  this  paragraph’*  to 
eliminate  the  effect  of  changes  in  coding 
or  classification  that  do  not  reflect  real 
changes  in  case-mix.  Section 
1886(d)(3)(A)(vi)  of  the  Act  applies  to 
the  national  standardized  amounts 
computed  under  section  1886(d)(3)  of 
the  Act,  but  does  not  apply  to  the  Puerto 
Rico-specific  standardized  amount 
computed  under  section  1886(d)(9)(C)  of 
the  Act.  In  calculating  the  FY  2008 
payment  rates,  we  made  an  inadvertent 


error  and  applied  the  FY  2008  —0.6 
percent  documentation  and  coding 
adjustment  to  the  Puerto  Rico-specific 
standardized  amount,  relying  on  our 
authority  under  section 
1886(d)(3)(A)(vi)  of  the  Act.  However, 
section  1886(d)(3)(A)(vi)  of  the  Act 
authorizes  application  of  a 
documentation  and  coding  adjustment 
to  the  national  standardized  amount  and 
does  not  apply  to  the  Puerto  Rico 
specific  standardized  amount.  In  the  FY 
2009  IPPS  final  rule  (73  FR  48449),  we 
corrected  this  inadvertent  error  by 
removing  the  —  0.6  percent 
documentation  and  coding  adjustment 
from  the  FY  2008  Puerto  Rico-specific 

While  section  1886(d)(3)(A)(vi)  of  the 
Act  is  not  applicable  to  the  Puerto  Rico- 
specific  standardized  amount,  we 
believe  that  we  have  the  authority  to 
apply  the  documentation  and  coding 
adjustment  to  the  Puerto  Rico-specific 
standardized  amount  using  our  special 
exceptions  and  adjustment  authority 
under  section  1886(d)(5)(I)(i)  of  the  Act. 
Similar  to  SCHs  and  MDHs  that  are  paid 
based  on  the  hospital-specific  rate,  we 
believe  that  Puerto  Rico  hospitals  that 
are  paid  based  on  the  Puerto  Rico- 
specific  standardized  amount  should 
not  have  the  potential  to  realize 
increased  payments  due  to 
documentation  and  coding  changes  that 
do  not  reflect  real  increases  in  patients’ 
severity  of  illness.  Consistent  with  the 
approach  described  for  SCHs  and 
MDHs,  in  the  FY  2009  IPPS  final  rule 
(73  FR  48449),  we  indicated  that  we 
planned  to  examine  our  FY  2008  claims 
data  for  hospitals  in  Puerto  Rico.  We 
indicated  in  the  FY  2009  IPPS  proposed 
rule  (73  FR  23541)  that  if  we  found 
evidence  of  significant  increases  in  case- 
mix  for  patients  treated  in  these 
hospitals,  we  would  consider  proposing 
application  of  the  documentation  and 
coding  adjustments  to  the  FY  2010 
Puerto  Rico-specific  standardized 
amount  under  our  authority  in  section 
1886(d)(5)(I)(i)  of  the  Act. 

10.  Documentation  and  Coding 
Adjustment  to  the  Puerto  Rico-Specific 
Standardized  Amount 

For  the  FY  2010  EPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  performed  a 
retrospective  evaluation  of  the  FY  2008 
claims  data  for  Puerto  Rico  hospitals 
using  the  same  methodology  described 
earlier  for  IPPS  hospitals  paid  under  the 
national  standardized  amounts  under 
section  1886(d)  of  the  Act.  We  found 
that,  for  Puerto  Rico  hospitals,  the 
increase  in  payments  for  discharges 
occurring  during  FY  2008  due  to 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
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discharges  occurring  during  FY  2008 
was  approximately  1.1  percent.  When 
we  calculated  the  within-base  DRG 
changes  and  the  across-base  DRG 
changes  for  Puerto  Rico  hospitals,  we 
found  that  responsibility  for  the  case- 
mix  change  between  FY  2007  and  FY 

2008  is  much  more  evenly  shared. 
Across-base  DRG  shifts  accounted  for  44 
percent  of  the  changes,  and  within-base 
DRG  shifts  accounted  for  56  percent. 
Thus,  the  change  in  the  percentage  of 
discharges  with  an  MCC  was  not  as 
large  as  that  for  other  IPPS  hospitals.  In 
Figure  4  in  the  proposed  rule,  we 
showed  that,  for  Puerto  Rico  hospitals, 
there  was  a  3  percentage  point  increase 
in  the  discharges  with  an  MCC  from  22 
percent  to  25  percent  and  a 
corresponding  decrease  of  3  percentage 
points  from  58  percent  to  55  percent  in 
discharges  without  a  CC  or  an  MCC. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  2410l},  we 
solicited  public  comment  on  the 
proposed  —1.1  percent  prospective 
adjustment  to  the  hospital-specific  rates 
under  section  1886(d)(5)(I)(i)  of  the  Act 
and  our  intent  to  address  in  the  FY  2011 
rulemaking  cycle  any  changes  in  FY 

2009  case-mix  due  to  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2009. 

We  also  stated  that  we  intended  to 
update  our  analysis  with  FY  2008  data 
on  claims  paid  through  March  2009  for 
the  FY  2010  IPPS  final  rule. 

Given  these  documentation  and 
coding  increases,  consistent  with  our 
statements  in  prior  IPPS  rules,  we  will 
use  our  authority  under  section 
1886(d)(5)(I)(i)  of  the  Act  to  adjust  the 
Puerto  Rico-specific  rate.  However,  in 
parallel  to  our  decision  to  postpone 
adjustments  to  the  Federal  standardized 
amount,  we  are  adopting  a  similar 
policy  for  the  Puerto  Rico-specific  rate 
and  will  consider  the  phase-in  of  this 
adjustment  over  an  appropriate  time 
period  through  future  rulemaking.  The 
adjustment  would  be  applied  to  the 
Puerto  Rico-specific  rate  that  accounts 
for  25  percent  of  payments  to  Puerto 
Rico  hospitals,  with  the  remaining  75 
percent  based  on  the  national 
standardized  amount.  Consequently,  the 
overall  reduction  to  the  payment  rates 
for  Puerto  Rico  hospitals  to  account  for 
documentation  and  coding  changes  will 
be  slightly  less  than  the  reduction  for 
IPPS  hospitals  paid  based  on  100 
percent  of  the  national  standardized 
amount.  We  note  that,  as  with  the 
hospital-specific  rates,  the  Puerto  Rico- 
specific  standardized  amount  had  not 
previously  been  reduced  based  on 
estimated  changes  in  documentation 
and  coding  associated  with  the  adoption 


of  the  MS-DRGs.  However,  as  we  note 
earlier  for  IPPS  hospitals  and  hospitals > 
receiving  hospital-specific  rates,  if  the 
estimated  documentation  and  coding 
effect  determined  based  on  a  full 
analysis  of  FY  2009  claims  data  is  more 
or  less  than  our  current  estimates,  it 
would  change,  possibly  lessen,  the 
anticipated  cumulative  adjustments  that 
we  currently  estimate  we  would  have  to 
make  for  the  FY  2008  and  FY  2009 
combined  adjustment.  Therefore,  we 
believe  that  it  would  be  more  prudent 
to  delay  implementation  of  the 
documentation  and  coding  adjustment 
to  allow  for  a  more  complete  analysis  of 
FY  2009  claims  data  for  Puerto  Rico 
hospitals. 

Consistent  with  our  approach  for  IPPS 
hospitals  discussed  above,  we  will 
address  in  the  FY  2011  rulemaking 
cycle  any  change  in  FY  2009  case-mix 
due  to  documentation  and  coding  that 
did  not  reflect  real  changes  in  case-mix 
for  discharges  occurring  during  FY 
2009.  We  note  that,  unlike  the  national 
standardized  rates,  the  FY  2009 
hospital-specific  rates  were  not 
previously  reduced  in  order  to  account 
for  anticipated  changes  in 
documentation  and  coding  that  do  not 
reflect  real  changes  in  case-mix 
resulting  from  the  adoption  of  the  MS- 
DRGs. 

E.  Refinement  of  the  MS-DRG  Relative 
Weight  Calculation 

1.  Background 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48450),  we  continued  to  implement 
significant  revisions  to  Medicare’s 
inpatient  hospital  rates  by  completing 
our  3-year  transition  from  charge-based 
relative  weights  to  cost-based  relative 
weights.  Beginning  in  FY  2007,  we 
implemented  relative  weights  based  on 
cost  report  data  instead  of  based  on 
charge  information.  We  had  initially 
proposed  to  develop  cost-based  relative 
weights  using  the  hospital-specific 
relative  value  cost  center  (HSRVcc) 
methodology  as  recommended  by 
MedPAC.  However,  after  considering 
concerns  expressed  in  the  public 
comments  we  received  on  the  proposal, 
we  modified  MedPAC’s  methodology  to 
exclude  the  hospital-specific  relative 
weight  feature.  Instead,  we  developed 
national  CCRs  based  on  distinct  hospital 
departments  and  engaged  a  contractor  to 
evaluate  the  HSRVcc  methodology  for 
future  consideration.  To  mitigate 
payment  instability  due  to  the  adoption 
of  cost-based  relative  weights,  we 
decided  to  transition  cost-based  weights 
over  3  years  by  blending  them  with 
charge-based  weights  beginning  in  FY 
2007.  fWe  refer  readers  to  the  FY  2007 


IPPS  final  rule  for  details  on  the 
HSRVcc  methodology  and  the  3-year 
transition  blend  from,  charge^based 
relative  weights  to  cost-based  relative 
weights  (71  FR  47882  through  47898).) 

In  FY  2008,  we  adopted  severity- 
based  MS-DRGs,  which  increased  the 
number  of  DRGs  from  538  to  745.  Many 
commenters  raised  concerns  as  to  how 
the  transition  from  charge-based  weights 
to  cost-batfed  weights  would  continue 
with  the  introduction  of  new  MS-DRGs. 
We  decided  to  implement  a  2-year 
transition  for  the  MS-DRGs  to  coincide 
with  the  remainder  of  the  transition  to 
cost-based  relative  weights.  In  FY  2008, 
50  percent  of  the  relative  weight  for 
each  DRG  was  based  on  the  CMS  DRG 
relative  weight  and  50  percent  was 
based  on  the  MS-DRG  relative  weight. 

In  FY  2009,  the  third  and  final  year 
of  the  transition  from  charge-based 
weights  to  cost-based  weights,  we 
calculated  the  MS-DRG  relative  weights 
based  on  100  percent  of  hospital  costs. 
We  refer  readers  to  the  FY  2007  IPPS 
final  rule  (71  FR  47882)  for  a  more 
detailed  discussion  of  our  final  policy 
for  calculating  the  cost-based  DRG 
relative  weights  and  to  the  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47199)  for  information  on  how  we 
blended  relative  weights  based  on  the 
CMS  DRGs  and  MS-DRGs. 

a.  Summary  of  the  RTI  Study  of  Charge 
Compression  and  CCR  Refinement 

As  we  transitioned  to  cost-based 
relative  weights,  some  commenters 
raised  concerns  about  potential  bias  in 
the  weights  due  to  “charge 
compression,”  which  is  the  practice  of 
applying  a  higher  percentage  charge 
markup  over  costs  to  lower  cost  items 
and  services,  and  a  lower  percentage 
charge  markup  over  costs  to  higher  cost 
items  and  services.  As  a  result,  the  cost- 
based  weights  would  undervalue  high- 
cost  items  and  overvalue  low-cost  items 
if  a  single  CCR  is  applied  to  items  of 
widely  varying  costs  in  the  same  cost 
center.  To  address  this  concern,  in 
August  2006,  we  awarded  a  contract  to 
RTI  to  study  the  effects  of  charge 
compression  in  calculating  the  relative 
weights  and  to  consider  methods  to 
reduce  the  variation  in  the  CCRs  across 
services  within  cost  centers.  RTI  issued 
an  interim  draft  report  in  January  2007 
with  its  findings  on  charge  compression 
(which  was  posted  on  the  CMS  Web  site 
at:  http://www.cms.hhs.gov/reports/ 
downloads/Dalton. pdf).  In  that  report, 
RTI  found  that  a  number  of  factors 
contribute  to  charge  compression  and 
affect  the  accuracy  of  the  relative 
weights.  RTI’s  findings  demonstrated 
that  charge  compression  exists  in 
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several  CCRs,  most  notably  in  the 
Medical  Supplies  and  Equipment  CCR. 

In  its  interim  draft  report,  RTI  offered 
a  number  of  recommendations  to 
mitigate  the  effects  of  charge 
compression,  including  estimating 
regression-based  CCRs  to  disaggregate 
the  Medical  Supplies  Charged  to 
Patients,  Drugs  Charged  to  Patients,  and 
Radiology  cost  centers,  and  adding  new 
cost  centers  to  the  Medicare  cost  report, 
such  as  adding  a  “Devices,  Implants  and 
Prosthetics”  line  under  “Medical 
Supplies  Charged  to  Patients”  and  a 
“CT  Scanning  and  MRI”  subscripted 
line  under  “Radiology-Diagnostics”. 

(For  more  details  on  RTFs  findings  and 
recommendations,  we  refer  readers  to 
the  FY  2009  IPPS  final  rule  (73  FR 
48452).)  Despite  receiving  public 
comments  in  support  of  the  regression- 
based  CCRs  as  a  means  to  immediately 
resolve  the  problem  of  charge  . 
compression,  particularly  within  the 
Medical  Supplies  and  Equipment  CCR, 
we  did  not  adopt  RTFs  recommendation 
to  create  additional  regression-based 
CCRs  for  several  reasons.  We  were 
concerned  that  RTFs  analysis  was 
limited  to  charges  on  hospital  inpatient 
claims,  while  typically  hospital  cost 
report  CCRs  combine  both  inpatient  and 
outpatient  services.  Further,  because 
both  the  IPPS  and  the  OPPS  rely  on 
cost-based  weights,  we  preferred  to 
introduce  any  methodological 
adjustments  to  both  payment  systems  at 
the  same  time.  RTFs  analysis  of  charge 
compression  has  since  been  expanded 
to  incorporate  outpatient  services.  RTI 
evaluated  the  cost  estimation  process  for 
the  OPPS  cost-based  relative  weights, 
including  a  reassessment  of  the 
regression-based  CCR  models  using  both 
outpatient  and  inpatient  charge  data. 
This  interim  report  was  made  available 
in  April  2008  during  the  public 
comment  period  on  the  FY  2009  IPPS 
proposed  rule  and  can  be  found  on 
RTFs  Web  site  at:  http://www.rti.org/ 
reports/cms/HHSM-500-2005-00291/ 
PDF /Refining_Cost_to Charge  Ratios 
_200804.pdf.  The  IPPS-specific 
chapters,  which  were  separately 
displayed  in  the  April  2008  interim 
report,  as  well  as  the  more  recent  OPPS 
chapters,  were  included  in  the  July  3, 
2008  RTI  final  report  entitled,  “Refining 
Cost-to-Charge  Ratios  for  Calculating 
APC  [Ambulatory  Payment 
Classification]  and  DRG  Relative 
Payment  Weights,”  that  became 
available  at  the  time  of  the  development 
of  the  FY  2009  IPPS  final  rule.  The  RTI 
final  report  can  be  found  on  RTFs  Web 
site  at:  http://www.rti.org/reports/cms/ 
HHSM-500-2005-0029I/PDF/Refining_ 


Cost_to_Charge_Ratios_200807_ 

Final.pdf. 

RTFs  final  report  distinguished 
between  two  types  of  research  findings 
and  recommendations:  those  pertaining 
to  the  accounting  or  cost  report  data  and 
those  related  to  statistical  regression 
analysis.  Importantly,  RTI  found  that, 
under  the  IPPS  and  the  OPPS, 
accounting  improvements  to  the  cost 
reporting  data  reduce  some  of  the 
sources  of  aggregation  bias  without 
having  to  use  regression-based 
adjustments.  In  general,  with  respect  to 
the  regression-based  adjustments,  RTI 
confirmed  the  findings  of  its  March 
2007  report  that  regression  models  are  a 
valid  approach  for  diagnosing  potential 
aggregation  bias  within  selected  services 
for  the  IPPS  and  found  that  regression 
models  are  equally  valid  for  setting 
payments  under  the  OPPS.  RTI  also 
suggested  that  regression-based  CCRs 
could  provide  a  short-term  correction 
until  accounting  data  could  be 
sufficiently  refined  to  support  more 
accurate  CCR  estimates  under  both  the 
IPPS  and  the  OPPS. 

RTI  also  noted  that  cost-based  weights 
are  only  one  component  of  a  final 
prospective  payment  rate.  There  are 
other  rate  adjustments  (wage  index, 

IME,  and  DSH)  to  payments  derived 
from  the  revised  cost-based  weights  and 
the  cumulative  effect  of  these 
components  may  not  improve  the  ability 
of  final  payment  to  reflect  resource  cost. 
With  regard  to  APCs  and  MS-DRGs  that 
contain  substantial  device  costs,  RTI 
cautioned  that  the  other  rate 
adjustments  largely  offset  the  effects  of 
charge  compression  among  hospitals 
that  receive  these  adjustments.  RTI 
endorsed  short-term  regression-based 
adjustments,  but  also  concluded  that 
more  refined  and  accurate  accounting 
data  are  the  preferred  long-term  solution 
to  mitigate  charge  compression  and 
related  bias  in  hospital  cost-based 
weights. 

As  a  result  of  this  research,  RTI  made 
11  recommendations.  For  a  more 
detailed  summary  of  RTFs  findings, 
recommendations,  and  public 
comments  we  received  on  the  report,  we 
refer  readers  to  the  FY'  2009  IPPS  final 
rule  (73  FR  48452  through  48453). 

b.  Summary  of  the  RAND  Corporation 
Study  of  Alternative  Relative  Weight 
Methodologies 

One  of  the  reasons  that  we  did  not 
implement  regression-based  CCRs  at  the 
time  of  the  FY  2008  IPPS  final  rule  with 
comment  period  was  our  inability  to 
investigate  how  regression-based  CCRs 
would  interact  with  the  implementation 
of  MS-DRGs.  In  the  FY  2008  final  rule 
with  comment  period  (72  FR  47197),  we 


stated  that  we  engaged  the  RAND 
Corporation  as  the  contractor  to  evaluate 
the  HSRV  methodology  in  conjunction 
with  regression-based  CCRs,  and  that  we 
would  consider  its  analysis  as  we 
prepared  for  the  FY  2009  IPPS 
rulemaking  process.  In  the  FY  2009 
IPPS  final  rule  (73  FR  48453  through 
48457),  we  provided  a  summary  of  the 
RAND  report  and  the  public  comments 
we  received  in  response  to  the  FY  2009 
IPPS  proposed  rule.  The  report  may  be 
found  on  RAND’s  Web  site  at:  http:// 
www.  ran  d.  org/ p  u  bs/ working_pa  pers/ 
WR560/. 

RAND  evaluated  six  different 
methods  that  could  be  used  to  establish 
relative  weights,  CMS’  current  relative 
weight  methodology  of  15  national 
CCRs  and  5  alternatives,  including  a 
method  in  which  the  15  national  CCRs 
are  disaggregated  using  the  regression- 
based  methodology,  and  a  method  using 
hospital-specific  CCRs  for  the  15  cost 
center  groupings.  In  addition,  RAND 
analyzed  our  standardization 
methodologies  that  account  for 
systematic  cost  differences  across 
hospitals.  The  purpose  of 
standardization  is  to  eliminate 
systematic  facility-specific  differences 
in  cost  so  that  these  cost  differences  do 
not  influence  the  relative  weights.  The 
three  standardization  methodologies 
analyzed  by  RAND  include:  The 
“hospital  payment  factor”  methodology 
currently  used  by  CMS,  under  which  a 
hospital’s  wage  index  factor,  and  IME 
and/or  DSH  factor,  are  divided  out  of  its 
estimated  DRG  cost;  the  HSRV 
methodology,  which  standardizes  the 
cost  for  a  given  discharge  by  the 
hospital’s  own  costliness  rather  than  by 
the  effect  of  the  systematic  cost 
differences  across  groups  of  hospitals; 
and  the  HSRVcc  methodology,  which 
removes  hospital-level  cost  variation  by 
calculating  hospital-specific  charge- 
based  relative  values  for  each  DRG  at 
the  cost  center  level  and  standardizing 
them  for  differences  in  case-mix.  Under 
the  HSRVcc  methodology,  a  national 
average  charge-based  relative  weight  is 
calculated  for  each  cost  center. 

Overall,  RAND  found  that  none  of  the 
alternative  methods  of  calculating  the 
relative  weights  represented  a  marked 
improvement  in  payment  accuracy  over 
the  current  method,  and  there  was  little 
difference  across  methods  in  their 
ability  to  predict  cost  at  either  the 
discharge-level  or  the  hospital-level.  In 
their  regression  analysis,  RAND  found 
that  after  controlling  for  hospital 
payment  factors,  the  relative  weights  are 
compressed  (that  is,  understated). 
However,  RAND  also  found  that  the 
hospital  payment  factors  are  overstated 
and  increase  more  rapidly  thdn  cost. 
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Therefore,  while  the  relative  weights  are 
compressed,  these  payment  factors 
offset  the  compression  such  that  total 
payments  to  hospitals  increase  more 
rapidly  than  hospitals’  costs. 

RAND  found  that  relative  weights 
using  the  19  national  disaggregated 
regression-based  CCRs  result  in 
significant  redistributions  in  payments 
among  hospital  groupings.  However, 
RAND  did  not  believe  the  regression- 
based  charge  compression  adjustments 
significantly  improve  payment 
accuracy.  With  regard  to  standardization 
methodologies,  while  RAND  found  that 
there  is  no  clear  advantage  to  the  HSRV 
method  or  the  HSRVcc  method  of 
standardizing  cost  compared  to  the 
current  hospital  payment  factor 
standardization  method,  its  analysis  did 
reveal  significant  limitations  of  CMS’ 
current  hospital  payment  factor 
standardization  method.  The  current 
standardization  method  has  a  larger 
impact  on  the  relative  weights  and 
payment  accuracy  than  any  of  the  other 
alternatives  that  RAND  analyzed 
because  the  method  “over-standardizes” 
by  removing  more  variability  for 
hospitals  receiving  a  payment  factor 
than  can  be  empirically  supported  as 
being  cost-related  (particularly  for  IME 
and  DSH).  RAND  found  that  instead  of 
increasing  proportionately  with  cost,  the 
payment  factors  CMS  currently  uses 
(some  of  which  are  statutory),  increase 
more  rapidly  than  cost,  thereby 
reducing  payment  accuracy.  RAND 
concluded  that  further  analysis  is 
needed  to  isolate  the  cost-related 
component  of  the  IPPS  payment 
adjustments  (some  of  which  has  already 
been  done  by  MedPAC),  use  them  to 
standardize  cost,  and  revise  the  analysis 
of  payment  accuracy  to  reflect  only  the 
cost-related  component. 

2.  Summary  of  FY  2009  Changes  and 
Discussion  for  FY  2010 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48458  through  48467),  in  response  to 
the  RTI’s  recommendations  concerning 
Gost  report  refinements,  and  because  of 
RAND’s  finding  that  regression-based 
adjustments  to  the  CCRs  do  not 
significantly  improve  payment 
accuracy,  we  discussed  our  decision  to 
pursue  changes  to  the  cost  report  to  split 
the  cost  center  for  Medical  Supplies 
Charged  to  Patients  into  one  line  for 
“Medical  Supplies  Charged  to  Patients” 
and  another  line  for  “Implantable 
Devices  Charged  to  Patients.”  We 
acknowledged,  as  RTI  had  found,  that 
charge  compression  occurs  in  several 
cost  centers  that  exist  on  the  Medicare 
cost  report.  However,  as  we  stated  in  the 
final  rule,  we  focused  on  the  CCR  for 
Medical  Supplies  and  Equipment 


because  RTI  found  that  the  largest 
impact  on  the  MS-DRG  relative  weights 
could  result  from  correcting  charge 
compression  for  devices  and  implants. 

In  determining  what  should  be  reported 
in  these  respective  cost  centers,  we 
adopted  the  commenters’ 
recommendation  that  hospitals  should 
use  revenue  codes  established  by  AHA’s 
National  Uniform  Billing  Committee  to 
determine  what  should  be  reported  in 
the  “Medical  Supplies  Charged  to 
Patients”  and  the  “Implantable  Devices 
Charged  to  Patients”  cost  centers. 

When  we  developed  the  FY  2009  IPPS 
final  rule,  we  considered  all  of  the 
public  comments  we  received  both  for 
and  against  adopting  regression-based 
CCRs.  Also  noteworthy  is  RAND’s  belief 
that  regression-based  CCRs  may  not 
significantly  improve  payment 
accuracy,  and  that  it  is  equally,  if  not 
more,  important  to  consider  revisions  to 
the  current  IPPS. hospital  payment  factor 
standardization  method  in  order  to 
improve  payment  accuracy.  We 
continue  to  believe  that,  ultimately, 
improved  and  more  precise  cost 
reporting  is  the  best  way  to  minimize 
charge  compression  and  improve  the 
accuracy  of  the  cost  weights. 
Accordingly,  we  did  not  propose  to 
adopt  regression-based  CCRs  for  the 
calculation  of  the  FY  2010  IPPS  relative 
weights. 

However,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24103),  we  expressed  our  concern  about 
RAND’s  finding  that  there  are 
significant  limitations  of  CMS’  current 
hospital  payment  factor  standardization 
method.  As  summarized  above,  RAND 
found  that  the  current  standardization 
method  “over-standardizes”  by 
removing  more  variability  for  hospitals 
receiving  a  payment  factor  than  can  be 
empirically  supported  as  being  cost- 
related  (particularly  for  IME  and  DSH). 
RAND  found  that  instead  of  increasing 
proportionately  with  cost,  the  payment 
factors  CMS  currently  uses  (some  of 
which  are  statutory),  increase  more 
rapidly  than  cost,  thereby  reducing 
payment  accuracy.  Further  analysis  is 
needed  to  isolate  the  cost-related 
component  of  the  IPPS  payment 
adjustments,  use  them  to  standardize 
cost,  and  revise  the  analysis  of  payment 
accuracy  to  reflect  only  the  cost-related 
component.  However,  RAND  cautioned 
that  “re-estimating”  these  payment 
factors  “raises  important  policy  issues 
that  warrant  additional  analyses”  (page 
49  of  RAND’s  report,  which  is  available 
on  the  Web  site  at:  http://www.rand.org/ 
pubs/ working_pa  pers/WR560/) , 
particularly  to  “determine  the 
analytically  justified  levels  using  the 
MS-DRGs”  (page  86  of  the  RAND 


report).  In  addition,  we  noted  that  RTI, 
in  its  July  2008  final  report,  also 
observed  that  the  adjustment  factors 
under  the  IPPS  (the  wage  index,  IME, 
and  DSH  adjustments)  complicate  the 
determination  of  cost  and  these  factors 
“within  the  rate  calculation  may  offset 
the  effects  of  understated  weights  due  to 
charge  compression”  (page  109  of  RTI’s 
final  report,  which  is  available  at  the 
Web  site  at:  http://www.rti.org/reports/ 
dms/HHSM-500-2005-0029l/PDF/ 
Refining  Cost  to  Charge _Ratios_ 
200807_Final.pdf).  While  it  may  be 
more  accurate  to  standardize  using  the 
empirically  justified  levels  of  the  IME 
and  DSH  adjustments,  consideration 
needs  to  be  given  to  the  extent  to  which 
these  payment  factors  offset  the 
compression  of  the  relative  weights. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24103  and 
24104),  we  stated  that  we  understood 
that  MedPAC  performed  an  analysis  to 
identify  empirically  justifiable  formulas 
for  determining  appropriate  IME  and 
DSH  adjustments.  For  example,  in  its 
March  12007  report  (and  reiterated  in  its 
March  2009  report),  MedPAC  asserts 
that  the  current  level  of  the  IME 
adjustment  factor,  5.5  percent  for  every 
10  percent  increase  in  resident-to-bed 
ratio,  overstates  IME  payments  by  more 
than  twice  the  empirically  justified 
level,  resulting  in  approximately  $3 
billion  in  overpayments.  The  empirical 
level  of  the  IME  adjustment  is  estimated 
to  be  2.2  percent  for  every  10  percent 
increase  in  the  resident-to-bed  ratio.  We 
stated  that  we  cannot  propose  to  change 
the  IME  and  DSH  factors  used  for  actual 
payment  under  the  IPPS  because  these 
factors  are  mandated  by  law.  However, 
under  section  1886(d)(4)  of  the  Act,  we 
have  the  authority  to  determine  the 
appropriate  weighting  factor  for  each 
MS-DRG  (including  which  factors  or 
method  we  will  employ  in  making 
annual  adjustments  to  the  MS-DRGs  so 
as  to  reflect  changes  in  the  relative  use 
of  hospital  resources).  In  addition, 
section  1886(d)(7)(B)  of  the  Act 
precludes  judicial  review  of  our 
methodology  for  determining  the 
appropriate  weighting  factors. 

Therefore,  we  do  have  some  flexibility 
in  what  factors  may  be  used  for 
standardization  purposes.  For  purposes 
of  standardization  only,  we  stated  that 
one  option  may  be  for  CMS  to  use  the 
empirically  justified  IME  adjustment  of 
2.2  percent,  such  that  only  the  cost- 
related  component  of  teaching  hospitals 
is  removed  from  the  claim  charges  prior 
to  calculating  the  relative  weights. 
Similarly,  for  thd  DSH  adjustment,  in  its 
March  2007  report,  MedPAC  found  that 
costs  per  case  increase  about  0.4  percent 
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for  each  10  percent  increase  in  the  low- 
income  patient  percentage.  This  is 
significantly  less  than  the  percentage 
increase  expressed  by  the  current  factors 
used  in  the  DSH  payment  formulas. 
(According  to  MedPAC,  in  FY  2004,  - 
about  $5.5  billion  in  DSH  payments 
were  made  above  the  empirically 
justified  level.)  In  looking  only  at  urban 
hospitals  with  greater  than  100  beds, 
which  manifest  the  strongest  positive 
correlation  between  cost  and  low 
income  patient  share,  MedPAC  found 
that  costs  increase  about  1.4  percent  for 
every  10  percent  increment  of  the  low- 
income  patient  percentage.  MedPAC  did 
not  find  a  positive  cost  relationship 
between  low-income  patient  percentage 
and  costs  per  case  for  urban  hospitals 
with  less  than  100  beds  and/or  for  rural 
hospitals.  Therefore,  for  purposes  of 
standardizing  for  the  DSH  adjustment, 
we  stated  that  an  option  we  may 
consider  is  to  incorporate  an  adjustment 
factor  of  1.4  percent  for  urban  hospitals 
with  greater  than  100  beds,  and  to 
remove  the  DSH  payment  adjustment 
altogether  for  other  hospitals  that 
otherwise  currently  qualify  for  DSH 
payment.  We  also  noted  that  while  we 
cannot  predict  the  effect  of  using  the 
empirical  factors  for  IME  and  DSH  in 
the  standardized  methodology  on  the 
relative  weights  without  further 
analysis,  dividing  out  (that  is, 
excluding)  reduced  IME  and  DSH 
payment  factors  from  a  hospital’s  total 
payment  would  result  in  a  greater  share 
of  teaching  and  DSH  hospitals’  costs 
used  in  calculating  the  relative  weights. 
With  respect  to  the  wage  index,  because 
there  are  multiple  wage  index  factors, 
one  for  each  geographic  area, 
determining  the  true  cost  associated 
with  geographic  location  and 
standardizing  for  those  costs  is  much 
more  challenging.  While  we  did  not 
propose  changes  for  FY  2010,  in  light  of 
the  previous  discussion  of  the  current 
IME  and  DSH  adjustments  in  the 
standardization  process,  we  solicited 
public  comments  as  to  how  the 
standardization  process  can  be 
improved  to  more  precisely  remove  cost 
differences  across  hospitals,  thereby 
improving  the  accuracy  of  the  relative 
weights  in  subsequent  fiscal  years. 

Charge  Compression 

Comment:  Commenters  continue  to 
oppose  the  regression-based  CCR 
approach  to  calculate  the  relative 
weights.  The  commenters  cited  the 
results  of  the  RAND  report  on 
alternative  relative  weight 
methodologies  in  which  RAND  found 
that  “none  of  the  alternative  weight 
methodologies  represent  a  marked 
improvement  over  the  current  system.” 


In  addition,  the  commenters  noted  the 
RTI  study,  which  concluded  that  more 
refined  and  accurate  accounting  data 
would  be  the  preferred  long-term 
solution  to  mitigate  charge  compression. 

Some  commenters  also  continue  to 
support  our  policy  finalized  in  the  FY 
2009  IPPS  final  rule  to  address  charge 
compression  (that  is,  the  creation  of 
separate  cost  centers  for  Implantable 
Devices  Charged  to  Patients  and 
Medical  Supplies  Charged  to  Patients). 

Response:  We  appreciate  the 
comments  with  respect  to  regression- 
based  CCRs  and  the  use  of  refined  cost 
report  data.  However,  we  note  that  we 
have  not  proposed  any  changes  to  the 
existing  cost-based  relative  weight 
methodology  for  FY  2010. 

Comment:  Some  commenters  sought 
clarification  on  which  revenue  codes 
should  be  used  to  report  various 
implantable  devices.  Some  commenters 
disagreed  with  the  definition  of  a  high- 
cost  device  that  only  applied  to 
implantables  because  the  commenters 
believed  that  there  are  other  high-cost 
devices  that  are  not  implantable,  but 
should  be  included  in  the  device  cost 
center. 

Response:  We  did  not  propose  any 
policy  changes  with  respect  to  the  use 
of  revenue  codes  or  alternative  ways  for 
identifying  high-cost  devices.  Therefore, 
we  are  not  responding  to  these 
comments  at  this  time.  We  refer  readers 
to  the  discussion  in  the  FY  2009  IPPS 
final  rule  concerning  our  current  policy 
on  these  matters  (73  FR  48462  and 
48462). 

Comment:  Commenters  responded  to 
our  solicitation  for  options  on  possibly 
revising  the  current  standardization 
methodology.  MedPAC  supported  the 
option  of  standardizing  hospitals’ 
service  charges  using  the  empirical 
estimates  of  DSH  and  IME  rather  than 
their  actual  payment  amounts.  MedPAC 
also  expressed  support  for  the  use  of  the 
HSRV  methodology  for  calculating 
relative  weights  because  it  would 
obviate  the  need  to  standardize 
hospitals’  charges  and  it  would  allow 
for  costs  to  be  comparable  across 
hospitals.  Other  commenters  continue 
to  oppose  the  HSRV  methods  of 
standardization.  These  commenters 
believe  that  the  HSRV  methodology  is 
inappropriate  for  a  cost-based 
methodology  and  only  applicable  in 
charge-based  systems  that  account  for 
mark-up  practices.  Some  of  these 
commenters  expressed  general  concern 
about  revising  the  current 
standardization  methodology  because 
CMS  has  implemented  numerous 
changes  to  the  relative  weights  and 
DRGs  in  recent  years,  including  moving 
to  cost-based  relative  weights  and  to 


MS-DRGs,  making  it  difficult  for 
hospitals  to  predict  their  payments. 
Commenters  suggested  that,  because 
hospitals  have  been  dealing  with  other 
Medicare  payment  changes,  such  as 
quality  reporting,  and  in  light  of  health 
reform  legislation,  CMS  wait  before 
modifying  the  relative  weight 
methodology  to  allow  payments  under 
the  cost-based  relative  weights  to 
stabilize  and  to  allow  hospitals  to  better 
predict  their  payments. 

Response:  In  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule,  we 
expressed  our  concerns  regarding 
RAND’s  finding  that  there  are 
significant  limitations  of  CMS’  current 
hospital  payment  factor  standardization 
method.  As  summarized  above,  RAND 
found  that  the  current  standardization 
method  “over-standardizes”  by 
removing  more  variability  for  hospitals 
receiving  a  payment  factor  than  can  be 
empirically  supported  as  being  cost- 
related  (particularly  for  IME  and  DSH). 
We  further  stated  that  given  MedPAC’s 
analysis  that  identifies  empirically 
justifiable  formulas  for  determining 
appropriate  IME  and  DSH  adjustments, 
perhaps  one  option  for  improving  the 
accuracy  of  the  standardization  process 
is  to  use  the  empirically  justified  IME 
and  DSH  factors.  We  did  not  propose 
any  changes  for  FY  2010,  although  we 
solicited  public  comments  as  to  how  the 
standardization  process  can  be  changed 
to  improve  the  accuracy  of  the  relative 
weights  in  subsequent  fiscal  years. 
Therefore,  the  commenters  need  not  be 
concerned  that  we  are  introducing  yet 
another  significant  change  to  the 
calculation  of  the  relative  weights  or  the 
MS-DRGs  for  FY  2010.  We  appreciate 
the  public  comments  received,  and  we 
will  consider  the  commenters’  concerns 
as  we  continue  to  study  the  issue. 

Comment:  One  commenter  expressed 
concern  regarding  the  effects  of 
standardizing  the  relative  weights  by 
only  removing  the  empirical  costs  of 
DSH  and  IME,  rather  than  removing  the 
entire  effects  of  DSH  and  IME.  The 
commenter  was  concerned  that,  by 
removing  the  empirical  costs  of  DSH 
and  IME  in  setting  the  relative  weights, 
the  non-DSH  and  nonteaching  hospitals 
would  be  adversely  affected  by  lower 
relative  weights  and  a  lower 
standardized  amount.  The  commenter 
requested  that  thorough  analysis  be 
done  and  shared  with  the  industry 
before  CMS  proposed  any  changes  to  the 
standardization  method. 

Response:  As  we  stated  in  the 
proposed  rule,  we  cannot  predict  the 
effect  of  using  the  empirical  factors  for 
IME  and  DSH  in  the  standardized 
methodology  on  the  relative  weights 
without  further  analysis.  We 
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acknowledge  that  dividing  out  (that  is, 
excluding)  reduced  IME  and  DSH 
payment  factors  from  a  hospital’s  total 
payment  would  result  in  a  greater  share 
of  teaching  and  DSH  hospitals’ 
payments  being  characterized  as  costs 
that  would  then  be  used  in  calculating 
the  relative  weights.  We  also  are  unsure 
as  to  whether  a  change  in  the  relative 
weights  would  affect  the  standardized 
amount.  In  any  case,  should  we  propose 
changes  to  the  current  standardization 
process,  we  will  make  our  analysis  and 
impacts  available  to  the  public  for 
comment,  in  accordance  with  our 
general  practice. 

3.  Timeline  for  Revising  the  Medicare 
Cost  Report 

As  mentioned  in  the  FY  2009  IPPS 
final  rule  (73  FR  48467),  we  are 
currently  in  the  process  of 
comprehensively  reviewing  the 
Medicare  hospital  cost  report,  and  the 
finalized  policy  from  the  FY  2009  IPPS 
final  rule  to  split  the  current  cost  center 
for  Medical  Supplies  Charged  to 
Patients  into  one  line  for  “Medical 
Supplies  Charged  to  Patients”  and 
another  line  for  “Implantable  Devices 
Charged  to  Patients,”  as  part  of  mu- 
initiative  to  update  and  revise  the 
hospital  cost  report.  Under  an  effort 
initiated  by  CMS  to  update  the  Medicare 
hospital  cost  report  to  eliminate 
outdated  requirements  in  conjunction 
with  provisions  of  the  Paperwork 
Reduction  Act  (PRA),  we  stated  that  we 
have  been  planning  to  propose  the 
actual  changes  to  the  cost  reporting 
form,  the  attending  cost  reporting 
software,  and  the  cost  reporting 
instructions  in  Chapter  40  of  the 
Medicare  Provider  Reimbursement 
Manual  (PRM),  Part  II.  Under  the  effort 
to  update  the  cost  report  and  eliminate 
outdated  requirements  in  conjunction 
with  the  provisions  of  the  PRA,  we 
stated  that  changes  to  the  cost  reporting 
form  and  cost  reporting  instructions 
would  be  made  available  to  the  public 
for  comment.  Thus,  the  public  would 
have  an  opportunity  to  suggest 
comprehensive  reforms  (which  they  had 
advocated  in  the  FY  2009  IPPS  final  rule 
in  response  to  our  proposals),  and 
would  similarly  be  able  to  make 
suggestions  for  ensuring  that  these 
reforms  are  made  in  a  manner  that  is  not 
disruptive  to  hospitals’  billing  and 
accounting  systems,  and  are  first  and 
foremost  within  the  guidelines  of 
GAAP,  which  are  consistent  with  the 
Medicare  principles  of  reimbursement, 
and  sound  accounting  practices. 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48468),  we  stated  that  we  expect  the 
revised  cost  reporting  forms  that  reflect 
one  cost  center  for  “Medical  Supplies 


Charged  to  Patients”  and  one  cost  center 
for  “Implantable  Devices  Charged  to 
Patients”  would  not  be  available  until 
cost  reporting  periods  beginning  after 
the  Spring  of  2009.  At  the  time  the 
proposed  rule  was  issued,  we 
anticipated  that  the  transmittal  to  create 
this  new  cost  center  would  be  issued  in 
June  2009.  Because  there  is 
approximately  a  3-year  lag  between  the 
availability  of  cost  report  data  for  IPPS 
and  OPPS  ratesetting  purposes  in  a 
given  fiscal  year  or  calendar  year,  we 
stated  that  we  may  be  able  to  derive  two 
distinct  CCRs,  one  for  medical  supplies 
and  one  for  devices,  for  use  in 
calculating  the  FY  2013  IPPS  relative 
weights  and  the  CY  2013  OPPS  relative 
weights.  Until  the  revised  cost  reporting 
forms  are  published,  we  stated  that 
hospitals  must  include  costs  and 
charges  of  separately  chargeable  medical 
supplies  and  implantable  medical 
devices  in  the  cost  center  for  “Medical 
Supplies  Charged  to  Patients”  (section 
2202.8  of  the  PRM-I),  and  effective  for 
cost  reporting  periods  specified  in  the 
revised  cost  reporting  forms,  hospitals 
must  include  costs  and  charges  of 
separately  chargeable  medical  supplies 
in  the  cost  center  for  “Medical  Supplies 
Charged  to  Patients”  and  of  separately 
chargeable  implantable  medical  devices 
in  the  new  “Implantable  Devices 
Charged  to  Patients”  cost  center. 

Comment:  A  number  of  commenters 
addressed  the  new  cost  reporting  forms 
in  which  implantable  device  costs  that 
had  been  reported  on  Medical  Supplies 
Charged  to  Patients  under  the  current 
cost  reporting  forms  will  now  be 
reported  on  a  new  line  for  “Implantable 
Devices  Charged  to  Patients”.  The 
commenters  recommended  that  CMS 
specifically  mandate  in  the  cost 
reporting  instructions  that  hospitals 
report  their  medical  supplies  and 
implantable  devices  separately  to  ensure 
that  hospitals  will  report  their  costs  in 
both  cost  centers. 

Response:  In  the  revised  Form  CMS — 
2552-96  and  the  new  Form  CMS-2552- 
10  cost  reporting  instructions,  we  will 
clearly  indicate  that  low  cost  medical 
supplies  should  be  reported  on  the  line 
for  Medical  Supplies  Charged  to 
Patients,  and  that  high  cost  medical 
devices  should  be  reported  on  the 
Implantable  Devices  Charged  to  Patients 
line.  The  cost  reporting  instructions  will 
provide  further  guidance  on 
differentiating  between  high  cost  items 
and  low  cost  items. 

Comment:  Several  commenters  urged 
CMS  to  work  with  the  hospital  industry 
as  CMS  revises  the  Medicare  hospital 
cost  report.  The  commenters  expressed 
disappointment  that  CMS  has  not 
worked  with  the  hospital  industry  at  the 


outset  of  revising  the  Medicare  hospital 
cost  report.  The  commenters  urged  CMS 
not  to  make  piecemeal  changes  to  the 
Medicare  hospital  cost  report;  rather, 

CMS  should  make  changes  that  align 
with  hospitals’  protocols  and  payment 
methodologies  to  improve  the  accuracy 
of  the  cost-based  MS-DRG  relative 
weights.  The  commenters  requested  that 
the  public  have  the  opportunity  to 
comment  on  cost  reporting  forms  and 
instructions  before  they  are 
implemented.  In  addition,  the 
commenters  urged  that  CMS  work  with 
the  National  Uniform  Billing  Committee 
(NUBC)  to  develop  standards  for  the  use 
of  revenue  codes  and  to  mandate 
standardized  cost  centers. 

Response:  In  the  FY  2009  IPPS 
proposed  and  final  rules  (73  FR  23546 
and  73  FR  48461),  we  stated  that  we 
began  a  comprehensive  review  of  the 
Medicare  hospital  cost  report,  and 
splitting  the  current  cost  center  for 
Medical  Supplies  Charged  to  Patients 
into  one  line  for  “Medical  Supplies 
Charged  to  Patients”  and  another  line 
for  “Implantable  Devices  Charged  to 
Patients”  is  part  of  that  initiative  to 
update  and  revise  the  cost  report.  We 
also  stated  that  under  the  effort  to 
update  the  cost  report  and  eliminate 
outdated  requirements  in  conjunction 
with  the  PRA,  changes  to  the  cost  report 
form  and  cost  report  instructions  would 
be  made  available  to  the  public  for 
comment.  Thus,  the  public  would  have 
an  opportunity  to  suggest  the  more 
comprehensive  reforms  that  they  are 
advocating,  and  would  similarly  be  able 
to  make  suggestions  for  ensuring  that 
these  reforms  are  made  in  a  manner  that 
is  not  disruptive  to  hospitals’  billing 
and  accounting  systems,  and  are  within 
the  guidelines  of  GAAP,  which  are 
consistent  with  the  Medicare  principles 
of  reimbursement,  and  sound 
accounting  practices.  In  fact,  the  new 
draft  hospital  cost  report  Form  CMS— 
2552-10  went  on  public  display  through 
the  Federal  Register  on  July  2,  2009,  for 
a  60-day  review  and  comment  period, 
which  ends  August  31,  2009.  Those 
wishing  to  review  and  comment  on  the 
document  can  do  so  at  http:// 
www.cms.hhs.gov/ 

PaperworkReductionActofl995.  We  are 
willing  to  work  with  and  consider 
comments  from  finance  and  cost  report 
experts  from  the  hospital  community  as 
we  work  to  improve  and  modify  the 
hospital  cost  report  and  standardize  the 
use  of  revenue  codes.  The  cost  center  for 
Implantable  Devices  Charged  to  Patients 
will  be  available  for  use  for  cost 
reporting  periods  beginning  on  or  after 
May  1,  2009.  The  revised  hospital  cost 
report  Form  CMS-2552-10  will  be 
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available  for  cost  reporting  periods 
beginning  on  or  after  February  1,  2010. 

Comment:  Some  comments  that 
expressed  concerns  with  the  delay  of 
the  cost  reporting  changes  which  would, 
in  turn,  delay  the  ability  to  use  supply 
and  device  CCRs  in  the  ratesetting 
process.  The  commenters  stated  that,  in 
the  FY  2009  IPPS  final  rule,  CMS  had 
anticipated  using  the  revised  CCR  for 
the  FY  2012  rule.  However,  due  to 
delays  in  the  issuance  of  instructions  on 
cost  reporting,  CMS  now  believes  that 
new  CCRs  for  Medical  Supplies  Charged 
to  Patients  and  Implantable  Devices 
Charged  to  Patients  may  be  used  in  the 
FY  2013  IPPS  proposed  and  final  rules. 
The  commenters  urged  CMS  to  issue 
instructions  to  hospitals  on  a  timely 
basis  so  that  the  new  cost  centers  may 
be  implemented  as  quickly  as  possible 
for  FY  2013  ratesetting  purposes.  The 
commenters  also  suggested  that,  if  CMS 
anticipates  further  delays  in 
implementing  the  new  cost  centers, 

CMS  implement  regression-based  CCRs 
as  a  short-term  solution  to  address 
charge  compression  until  data  from  the 
new  cost  centers  become  available.  The 
Commenters  were  also  concerned  that 
the  new  cost  center  may  not  be 
implemented  consistently  across 
hospitals  and  urged  CMS  to  use 
analytical  methods  to  test  and 
supplement  hospital  cost  center  data  in 
rate  setting.  For  example,  the 
commenters  suggested  that  CMS  use 
regression-based  CCRs  to  measure  the 
accuracy  of  the  device  cost  center  for 
the  FY  2013  relative  weights. 

Response:  We  are  sympathetic  to  the 
commenters’  concerns  and  regret  the 
delay  in  the  issuance  of  the  revised  cost 
reporting  forms.  However,  we  are 
making  progress  on  this  front.  As  we 
stated  in  response  to  a  previous 
comment,  the  new  draft  hospital  cost 
report  Form  CMS-2552-10  went  on 
display  at  the  Federal  Register  on  July 
2,  2009,  for  a  60-day  review  and 
comment  period,  which  ends  August  31, 
2009.  Those  wishing  to  review  and 
comment  on  the  document  can  do  so  at 
http://www.cms.hhs.gov/ 
t  PaperworkReductionActofl995.  After 
the  revised  cost  report  is  available  for 
use  by  all  hospitals,  and  we  begin  to  use 
the  data  to  create  CCRs  for  use  in  the 
calculation  of  the  relative  weights,  we 
will  analyze  and  monitor  how  hospitals 
are  reporting  their  data  and  what  effect 
the  data  are  having  on  the  separate  CCRs 
for  medical  supplies  and  implantable 
devices.  Comparison  of  the  CCRs 
derived  from  the  revised  cost  report  to 
regression-based  CCRs  might  be  one 
method  of  gauging  the  accuracy  and 
effectiveness  of  the  separate  cost  centers 
for  Medical  Supplies  Charged  to 


Patients  and  Implantable  Devices 
Charged  to  Patients. 

Comment:  Several  commenters  asked 
for  clarification  on  the  new 
“Implantable  Devices  Charged  to 
Patients”  cost  center  that  was  finalized 
in  the  FY  2009  IPPS  final  rule  and  will 
be  part  of  the  new  Medicare  Hospital 
Cost  Report  form.  The  commenters 
asked  that  CMS  clarify  the  statement  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  that  “hospitals  must 
include  costs  and  charges  of  separately 
chargeable  medical  supplies  and 
implantable  medical  devices  in  the  cost 
center  for  ‘Medical  Supplies  Charged  to 
Patients’  ”  as  referenced  in  PRM-I 
Section  2202.8.  The  commenters  were 
confused  by  the  reference  to  PRM-I 
Section  2202.8  because  that  section 
defines  ancillary  services,  with  no 
mention  of  medical  supplies.  In 
addition,  one  commenter  noted  the 
hospitals  are  currently  testing  their 
systems  to  report  costs  and  charges  for 
implantable  devices  and  asked  whether 
it  would  be  acceptable  for  hospitals  to 
establish  a  cost  center  for  “Implantable 
Devices  Charged  to  Patients”  at  line 
55.01  of  the  current  cost  report  until  the 
revised  cost  report  is  available.  The 
commenter  understood  that  the 
subscripted  cost  center  would  be  rolled 
up  into  Line  55  for  the  purposes  of 
calculating  the  relative  weights  until  the 
new  cost  report  is  available. 

Response:  We  included  the  reference 
to  Section  2202.8  of  the  PRM-d,  which 
defines  ancillary  services,  to  remind 
hospitals  that  any  items  reported  in  the 
Medical  Supplies  Charged  to  Patients 
cost  center  are  items  (high  cost  or  low 
cost)  that  are  separately  chargeable 
ancillary  services.  In  accordance  with 
Section  2202.8  of  the  PRM-I,  ancillary 
services  are  those  services  for  which  a 
separate  charge  is  customarily  made  in 
addition  to  the  routine  service  charge. 
With  respect  to  subscripting  Line  55  to 
establish  a  cost  center  for  Implantable 
Devices  Charged  to  Patients,  we  have 
provided  Line  55.30  to  report 
Implantable  Devices  Charged  to  Patients 
on  Form  CMS-2552-96  and  Line  69  on 
the  proposed  new  Form  CMS-2552-10. 

Comment:  Some  commenters 
suggested  that  CMS  engage  in  outreach 
and  educational  activities  to  hospitals 
on  the  changes  to  the  cost  report  and 
reporting  of  charges  with  respect  to  the 
medical  device  and  medical  supply  cost 
centers  so  that  hospitals  can 
appropriately  report  data.  The 
commenters  recommended  that  the 
outreach  activities  go  beyond  the 
“distribution  of  bulletins  that  are  used 
to  inform  providers  about  changes  to  the 
Medicare  program.”  ,  ' 


Response:  Although  it  is  a  bit  early  to 
plan  specific  outreach  activities  at  this 
point,  given  that  the  proposed  rule  for 
the  revised  cost  reporting  forms  has 
only  been  released  on  July  2,  2009,  we 
agree  that  such  educational  activities  are 
important,  and  we  have  been 
considering  some  options  for  educating 
the  provider  community  involving  the 
fiscal  intermediaries  and  MACs  and  the 
cost  report  vendors.  We  look  forward  to 
working  with  the  provider  community 
in  these  initiatives. 

Accordingly,  we  are  not 
implementing  any  changes  to  the 
relative  weight  calculation  for  FY  2010. 
We  will  continue  to  focus  on  possible 
ways  to  improve  the  weights  through 
cost  reporting  and  look  forward  to 
reviewing  the  comments  received  on  the 
draft  revised  cost  reporting  forms.  In 
addition,  we  will  continue  to  think 
about  possible  ways  to  refine  the 
standardization  process  as  a  means  to 
improve  the  accuracy  of  the  relative 
weights.  As  stated  above,  any  further 
changes  we  decide  to  make  to  any 
portion  of  the  relative  weights 
calculation  will  be  promulgated  first 
through  notice  and  comment 
rulemaking,  which  will  allow  the  public 
sufficient  opportunity  to  review  relevant 
analyses  and  impacts  of  such  potential 
changes. 

F.  Preventable  Hospital-Acquired 
Conditions  ( HACs ),  Including  Infections 

1.  Statutory  Authority 

Section  1886(d)(4)(D)  of  the  Act 
addresses  certain  hospital-acquired 
conditions  (HACs),  including  infections. 
By  October  1,  2007,  the  Secretary  was 
required  to  select,  in  consultation  with 
the  Centers  for  Disease  Control  (CDC),  at 
least  two  conditions  that:  (a)  are  high 
cost,  high  volume,  or  both;  (b)  are 
assigned  to  a  higher  paying  MS-DRG 
when  present  as  a  secondary  diagnosis 
(that  is,  conditions  under  the  MS-DRG 
system  that  are  CCs  or  MCCs);  and  (c) 
could  reasonably  have  been  prevented 
through  the  application  of  evidence- 
based  guidelines.  The  list  of  conditions 
can  be  revised,  again  in  consultation 
with  CDC,  from  time  to  time  as  long  as 
the  list  contains  at  least  two  conditions. 

Medicare  continues  to  assign  a 
discharge  to  a  higher  paying  MS-DRG  if 
a  selected  HAC  is  present  on  admission 
(POA).  However,  since  October  1,  2008, 
Medicare  no  longer  assigns  an  inpatient 
hospital  discharge  to  a  higher  paying 
MS-DRG  if  a  selected  condition  is  not 
POA.  Thus,  if  a  selected  HAC  that  was 
not  present  on  admission  manifests 
during  the  hospital  stay,  the  case  is  paid 
as  though  the  secondary  diagnosis  was 
not  present.  However,  if  any 
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nonselected  CC/MCC  appears  on  the 
claim,  the  claim  will  be  paid  at  the 
higher  MS-DRG  rate;  to  cause  a  lower 
MS-DRG  payment,  all  CCs/MCCs  on  the 
claim  must  be  selected  conditions  for 
the  HAC  payment  provision. 

Since  October  1,  2007,  hospitals  have 
been  required  to  submit  information  on 
Medicare  claims  specifying  whether 
diagnoses  were  POA.  The  POA  indicator 
reporting  requirement  and  the  HAC 
payment  provision  apply  to  IPPS 
hospitals  only.  Non-IPPS  hospitals, 
including  CAHs,  LTCHs,  IRFs,  IPFs, 
cancer  hospitals,  children’s  hospitals, 
hospitals  in  Maryland  operating  under 
waivers,  rural  health  clinics,  federally 
qualified  health  centers,  RNHCIs,  and 
Department  of  Veterans  Affairs/ 
Department  of  Defense  hospitals,  are 
exempt  from  POA  reporting  and  the 
HAC  payment  provision.  Throughout 
this  section,  the  term  “hospital”  refers 
to  an  IPPS  hospital. 

2.  HAC  Selection  Process 

In  the  FY  2007  IPPS  proposed  rule  (71 
FR  24100),  we  sought  public  input 
regarding  conditions  with  evidence- 
based  prevention  guidelines  that  should 
be  selected  in  implementing  section 


1886(d)(4)(D)  of  the  Act.'  The  public 
comments  we  received  were  1  - 

summarized  in  the  FY  2007  IPPS  final 
rule  (71  FR  48051  through  48053). 

In  the  FY  2008  IPPS  proposed  rule  (72 
FR  24716  through  24726),  we  sought 
public  comment  on  conditions  that  we 
proposed  to  select.  In  the  FY  2008  IPPS 
final  rule  with  comment  period  (72  FR 
47200  through  47218),  we  selected  8 
categories  to  which  the  HAC  payment 
provisions  would  apply. 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23547),  we  proposed  several 
additional  candidate  HACs  as  well  as 
refinements  to  the  previously  selected 
HACs.  In  the  FY  2009  IPPS  final  rule  (73 
FR  48471),  we  expanded  and  refined 
several  of  the  previously  selected  HACs, 
and  we  selected  2  additional  categories 
of  HACs.  A  complete  list  of  the  10 
current  categories  of  HACs  is  included 
in  section  II.F.4.  of  this  preamble. 

3.  Collaborative  Process 

CMS  experts  have  worked  closely 
with  public  health  and  infectious 
disease  professionals  from  across  the 
Department  of  Health  and  Human 
Services,  including  CDC,  AHRQ,  and 
the  Office  of  Public  Health  and  Science, 


to  identify  the  candidate  preventable 
HACs,  review  comments,  and  select 
HACs.  CMS  and  CDC  have  also 
collaborated  on  the  process  for  hospitals 
to  submit  a  POA  indicator  for  each 
diagnosis  listed  on  IPPS  hospital 
Medicare  claims  and  on  the  payment 
implications  of  the  various  POA 
reporting  options. 

On  December  17,  2007,  CMS  and  CDC 
hosted  a  jointly-sponsored  HAC  and 
POA  Listening  Session  to  receive  input 
from  interested  organizations  and 
individuals.  On  December  18,  2008, 
CMS,  CDC,  and  AHRQ  hosted  a  second 
jointly-sponsored  HAC  and  POA 
Listening  Session  to  receive  input  from 
interested  organizations  and 
individuals.  The  agenda,  presentations, 
audio  file,  and  written  transcript  of  the 
December  18,  2008  Listening  Session 
are  available  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/Hospital 
AcqCond/07_EducationaIResources.asp 
HTopOfPage. 

4.  Selected  HAC  Categories 

The  following  table  lists  the  current 
HACs. 


CC/MCC  (ICD-9-CM  code) 


Foreign  Object  Retained  After  Surgery .  998.4  (CC),  998.7  (CC). 

Air  Embolism  .  999.1  (MCC). 

Blood  Incompatibility . : . . .  999.6  (CC). 

Pressure  Ulcer  Stages  III  &  IV  . . .  707.23  (MCC),  707.24  (MCC). 

Falls  and  Trauma:  Codes  within  these  ranges  on  the  CC/MCC  list: 

— Fracture . „ .  800-829. 

— Dislocation  . . .  830-839. 

— Intracranial  Injury  . . .  850-854. 

— Crushing  Injury . . . .  925-929. 

— Bum  . '. . . .  940-949. 

— Electric  Shock  .  991-994. 

Catheter-Associated  Urinary  Tract  Infection  (UTI)  .  996.64  (CC). 

Also  excludes  the  following  from  acting  as  a  CC/MCC:  112.2  (CC), 

590.10  (CC),  590.11  (MCC),  590.2  (MCC),  590.3  (CC),  590.80  (CC), 
590.81  (CC),  595.0  (CC),  597.0  (CC),  599.0  (CC). 

Vascular  Catheter- Associated  Infection  . .  999.31  (CC). 

Manifestations  of  Poor  Glycemic  Control .  250.10-250.13  (MCC),  250.20-250.23  (MCC),  251.0  (CC),  249.10- 

249.11  (MCC),  249.20-249.21  (MCC). 


Surgical  Site  Infections 


Surgical  Site  Infection,  Mediastinitis,  Following  Coronary  Artery  Bypass  519.2  (MCC). 

Graft  (CABG).  And  one  of  the  following  procedure  codes:  36.10-36.19. 

Surgical  Site  Infection  Following  Certain  Orthopedic  Procedures  .  996.67  (CC),  998.59  (CC). 

And  one  of  the  following  procedure  codes:  81.01-81.08,  81.23-81.24, 
81.31-81.38,81.83,81.85. 

Surgical  Site  Infection  Following  Bariatric  Surgery  for  Obesity  .  Principal  Diagnosis — 278.01 ,  998.59  (CC) 

And  one  of  the  following  procedure  codes:  44.38,  44.39,  or  44.95. 

Deep  Vein  Thrombosis  and  Pulmonary  Embolism  Following  Certain  Or-  415.11  (MCC),  415.19  (MCC),  453.40-453.42  (CC). 
thopedic  Procedures.  And  one  of  the  following  procedure  codes:  00.85-00.87,  81.51-81.52, 

or  81.54. 


We  refer  readers  to  section  II.F.6.  of 
the  FY  2008  IPPS  final  rule  with 


comment  period  (72  FR  47202  through 
47218)  and  to  section  II.F.7.  of  the  FY 


2009  IPPS  final  rule  (73  FR  48474 
through  48486)  for  detailed  analyses 
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supporting  the  selection  of  each  of  these 
HACs. 

The  list  of  selected  HAC  categories  is 
dependent  upon  CMS’  list  of  diagnoses 
designated  as  CC/MCCs.  As  changes 
and/or  new  diagnosis  codes  are 
proposed  and  finalized  to  the  list  of  CC/ 
MCCs,  these  changes  need  to  be 
reflected  in  the  list  of  selected  HAC 
categories.  In  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24106), 
we  proposed  the  addition  of  ICD-9-CM 
codes  813.46  (Torus  fracture  of  ulna) 
and  813.47  (Torus  fracture  of  radius  and 
ulna)  to  more  precisely  define  the 
previously  selected  HAC  category  of 
falls  and  trauma.  We  refer  readers  to 
Table  6 A  in  the  Addendum  to  this  final 
rule  for  the  adoption  of  ICD-9-CM 
codes  813.46  and  813.47  as  CCs. 

Comment:  Commenters  supported  the 
addition  of  ICD-9-CM  codes  813.46  and 
813.47  to  more  precisely  define  the  falls 
and  trauma  HAC  category. 

Response:  We  appreciate  the  . 
commenters’  support  of  a  more  precise 
definition  of  the  falls  and  trauma 
category.  We  are  finalizing  the  addition 
of  ICD-9-CM  codes  813.46  and  813.47 
to  more  precisely  define  the  falls  and 
trauma  HAC  category. 

5.  Public  Input  Regarding  Selected  and 
Potential  Candidate  HACs 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24104 
through  24106),  we  did  not  propose  to 
add  or  remove  categories  of  HACs. 
However,  we  indicated  that  we  continue 
to  encourage  public  dialogue  about 
refinements  to  the  HAC  list.  During  and 
after  the  December  18,  2008  Listening 
Session,  we  received  many  oral  and 
written  stakeholder  comments  about 
both  previously  selected  and  potential 
candidate  HACs.  In  response  to  the 
Listening  Session,  commenters  strongly 
Supported  using  information  gathered 
from  early  experience  with  the  HAC 
payment  provision  to  inform 
maintenance  of  the  HAC  list  and 
consideration  of  future  potential 
candidate  HACs.  Further,  commenters 
emphasized  the  need  for  a  robust 


program  evaluation  prior  to  modifying 
the  HAC  list.  Strong  support  was  also 
expressed  for  a  program  evaluation  in 
response  to  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24106). 

Comment:  Commenters 
overwhelmingly  expressed  strong 
support  for  a  robust  program  evaluation 
before  modifying  the  HAC  list.  Many 
commenters  stated  that  CMS’  approach 
to  employ  a  studied  program  analysis 
during  FY  2010  allows  hospitals 
additional  time  to  develop  processes  for 
improving  performance  on  previously 
selected  HACs. 

Response:  We  appreciate  the  support 
we  have  received  for  our  decision  to 
undertake  a  program  evaluation.  The 
Medicare  HAC  policy  aims  to  ensure 
patients  are  receiving  high  quality  care, 
and  the  program  evaluation  will  enable 
us  to  understand  the  impact  of  the 
program. 

Comment:  Several  commenters  made 
specific  suggestions  for  the  program 
evaluation.  A  number  of  commenters 
suggested  that  the  program  evaluation 
should  consider  assessing  the  policy’s 
impact  on  patient  treatment  and 
potential  unintended  consequences. 
Some  commenters  indicated  that  CMS 
should  validate  POA  indicator  data  and 
explore  how  information  learned  from 
POA  coding  could  be  used  to  better 
understand  and  prevent  certain  HACs. 
Commenters  encouraged  CMS  to 
examine  the  extent  to  which  the 
program  is  increasing  adherence  to 
evidence-based  guidelines.  Commenters 
also  encouraged  CMS  to  ensure 
transparency  in  the  development  of  its 
program  evaluation  and  to  allow  for 
public  comment  at  various  stages  of  the 
evaluation.  Some  commenters  requested 
that  the  final  program  evaluation  results 
be  shared  publicly. 

Response:  We  appreciate  the  specific 
suggestions  provided  regarding  the 
program  evaluation.  These 
recommendations  will  be  taken  into 
consideration  as  the  program  evaluation 
is  developed.  We  agree  with 
commenters  that  monitoring  unintended 
consequences  and  assessing  adherence 


Descriptor 


to  evidence-based  guidelines  should  be 
a  priority  for  the  program  evaluation. 

We  also  agree  that  validation  of  POA 
coding,  as  well  as  examining  each  POA 
indicator,  are  areas  of  critical 
importance  for  the  program  evaluation. 
We  appreciate  the  public’s  interest  in 
the  program  evaluation  and  plan  to 
include  updates  and  findings  from  the 
evaluation  on  CMS’  Hospital-Acquired 
Conditions  and  Present  on  Admission 
Indicator  Web  site  available  at:  http:// 
www.cms.hhs.gov/HospitalAcqCond/. 

6.  POA  Indicator  Reporting 

Collection  of  POA  indicator  data  is 
necessary  to  identify  which  conditions 
were  acquired  during  hospitalization  for 
the  HAC  payment  provision  as  well  as 
for  broader  public  health  uses  of 
Medicare  data.  Through  Change  Request 
No.  5679  (released  on  June  20,  2007), 
CMS  issued  instructions  requiring  IPPS 
hospitals  to  submit  POA  indicator  data 
for  all  diagnosis  codes  on  Medicare 
claims.  CMS  also  issued  Change  Request 
No.  6086  (released  on  June  13,  2008) 
regarding  instructions  for  processing 
non-IPPS  claims.  Specific  instructions 
on  how  to  select  the  correct  POA 
indicator  for  each  diagnosis  code  are 
included  in  the  1CD-9-CM  Official 
Guidelines  for  Coding  and  Reporting, 
available  on  the  CDC  Web  site  at:  http:// 
www.cdc.gov/nchs/datawh/ftpserv/ 
ftpicd9/icdguide07.pdf  (the  POA 
reporting  guidelines  begin  on  page  92). 
Additional  information  regarding  POA 
indicator  reporting  and  application  of 
the  POA  reporting  options  is  available 
on  the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/HospitalAcqCond. 
CMS  has  historically  not  provided 
coding  advice.  Rather,  CMS  collaborates 
with  the  American  Hospital  Association 
(AHA)  through  the  Coding  Clinic  for 
ICD-9-CM.  CMS  has  been  collaborating 
with  the  AHA  to  promote  the  Coding 
Clinic  for  ICD-9-CM  as  the  source  for 
coding  advice  about  the  POA  indicator. 

There  are  five  POA  indicator 
reporting  options,  as  defined  by  the 
ICD-9-CM  Official  Guidelines  for 
Coding  and  Reporting: 


Indicates  that  the  condition  was  present  on  admission. 

Affirms  that  the  hospital  has  determined  based  on  data  and  clinical  judgment  that  it  is  not  possible  to  document  when  the  onset  of 
the  condition  occurred.  . 

Indicates  that  the  condition  was  not  present  on  admission. 

Indicates  that  the  documentation  is  insufficient  to  determine  if  the  condition  was  present  at  the  time  of  admission. 

Signifies  exemption  from  POA  reporting.  CMS  established  this  code  as  a  workaround  to  blank  reporting  on  the  electronic  401 0A1 . 
A  list  of  exempt  ICD-9-CM  diagnosis  codes  is  available  in  the  IQD-9-CM  Official  Guidelines  for  Coding  and  Reporting. 


In  the  FY  2009  IPPS  final  rule  (73  FR 
48486  through  48487),  we  adopted  as 


final  our  proposal  to:  (1)  Pay  the  CC/ 
MCC  MS-DRGs  for  those  HACs  coded 


with  “Y”  and  “W”  indicators;  and  (2) 
not  pay  the  CC/MCC  MS-DRGs  for  those 
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HACs  coded  with  f‘N”  and  “U” 
indicators.  Though  we  did  not  make  any 
proposals  regarding  the  HAC  POA 
payment  determinations  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule, 
commenters  addressed  this  aspect  of  the 
HAC  payment  provision. 

Comment:  Commenters  suggested  that 
CMS  should  consider  paying  for  HACs 
coded  with  the  “U”  indicator. 

Response:  We  adopted  a  policy  of  not 
paying  for  the  “U”  option  because  we 
believe  that  this  approach  encourages 
documentation  and  will  ensure  more 
accurate  public  health  data.  We  refer 
readers  to  the  FY  2009  IPPS  final  rule 
(73  FR  48486  through  48487)  for  further 
discussion  of  our  coding  policy.  In 
addition,  as  part'of  CMS’  program 
evaluation  of  the  HAC  payment 
provision,  we  intend  to  analyze  the  “U” 
POA  reporting  options  (section  II.F.4.  of 
this  preamble). 

In  addition  to  providing  specific 
suggestions  on  what  CMS  should 
consider  for  the  program  evaluation, 
commenters  also  offered  suggestions  on 
how  to  address  POA  data  beyond  the 
program  evaluation. 

Comment:  A  few  commenters 
recommended  that  AHRQ  continue  to 
develop  strategies  to  improve  the 
accuracy  of  documenting  POA. 

Response:  Through  the  collaborative 
partnership  that  CMS  has  developed 
with  AHRQ  around  the  program 
evaluation,  we  will  continue  to  work 
with  AHRQ  to  identify  strategies  to 
improve  the  accuracy  of  documenting 
POA  reporting. 

Comment:  Some  comments  suggested 
that  CMS  consider  publicly  releasing 
aggregate  POA  data  to  decrease  the 
incidence  of  preventable  HACs.  The 
commenters  indicated  that  one  effective 
approach  for  decreasing  the  incidence  of 
preventable  HACs  would  be  to  provide 
each  hospital  with  aggregate  POA  rates 
based  on  peer  comparisons. 

Response:  We  agree  with  the 
suggestion  that  the  public  release  of 
aggregate  POA  data  should  be 
considered  as  one  prong  in  a  multi¬ 
pronged  strategy  to  decrease  the 
incidence  of  preventable  HACs.  We 
refer  readers  to  the  FY  2009  IPPS  final 
rule  (73  FR  48488)  for  a  detailed 
,  discussion  regarding  public  reporting  of 
POA  indicator  data. 

7.  Additional  Considerations 
Addressing  the  HAC  and  POA  Payment 
Provision 

In  addition  to  receiving  comments  on 
the  program  evaluation  (II.F.5)  and  uses 
of  POA  indicator  data  (II.F.6),  we  also 
received  comments  addressing  many 
other  topics  related  to  HAC  and  POA. 


This  section  summarizes  those  topics'  iq 
and  provides  responses.  ■  >rlt 

Comment:  Commenters  suggested  that 
CMS  consider  the  evaluation  of  new 
technologies  that  detect,  prevent,  and 
treat  HACs  as  a  research  priority. 

Response:  We  agree  with  commenters 
that  evaluating  all  methods  to  reduce 
preventable  HACs,  including  new 
technologies,  is  a  top  priority  for  CMS. 
We  refer  readers  to  section  ILL  of  this 
preamble  for  additional  information  on 
CMS’  new  technology  add-on  payment 
policy. 

Comment:  Some  commenters  * 
addressed  expansion  of  the  principles 
behind  the  HAC  payment  provision  to 
other  settings  of  care  and  other 
entitlement  benefits,  beyond  fee-for- 
service  Medicare.  One  commenter 
specifically  expressed  concern  that  the 
Medicare  HAC  policy  may  have 
unintended  consequences  for  the 
pediatric  population,  as  similar  policies 
are  being  adopted  by  State  Medicaid 
agencies.  The  commenter  suggested  that 
these  Medicaid  policies  may  discourage 
physicians  from  treating  complicated 
pediatric  patients  for  whom  the  risk  of 
certain  HACs  cannot  be  eliminated 
using  evidence-based  guidelines. 

Response:  The  Medicare  HAC  policy 
applies  only  to  hospitals  that  are  subject 
to  the  IPPS.  While  CMS  does  not 
develop  or  implement  individual  State 
Medicaid  policies,  we  do  endorse 
alignment  of  incentives  across  all 
systems  of  care  and  between  the 
Medicare  and  Medicaid  programs. 

Comment:  Commenters  recommended 
that  CMS  clarify  Jiow  hospitals  may 
appeal  a  HAC  payment  determination 
for  a  particular  patient  who  is  not 
eligible  for  higher  payment  through 
assignment  to  the  higher  CC/MCC  level 
of  the  MS-DRG/ 

Response:  We  thank  the  commenters 
for  seeking  clarification  regarding 
appeals  and  the  HAC  payment 
provision.  We  refer  readers  to  the  FY 
2008  IPPS  final  rule  with  comment 
period  (72  FR  47216)  for  further 
information  on  existing  procedures  for 
review  of  HAC  payment  adjustments. 

Comment:  Several  commenters 
believed  that  some  of  CMS’  selected 
HACs  may  not  be  fully  preventable  and 
recommended  that  CMS’  payment 
methodology  include  risk  adjustment. 

Response:  We  agree  with  the 
commenters  that  a  risk  adjustment 
methodology  may  lead  to  greater 
precision  of  HAC  payment 
determinations  and  refer  readers  to  th6 
FY  2009  IPPS  final  rule  (73  FR  48487 
through  48488)  for  a  detailed  discussion 
of  HACs  and  risk  adjustment  at  both  the 
individual  and  population  levels. 


Comment:  A  few  commenters  urged, 
CMS  to  focus  on  more  global  hospital-  : 
wide  assessments  of  harm,  such  as  rate- 
based  measurement  of  HACs,  rather 
than  targeting  individual  HAC  events. 

Response:  We  agree  with  the 
commenters  that  capturing  rates  of 
HACs  may  more  accurately  assess  the 
level  of  harm  within  a  given  institution 
and  refer  readers  to  the  FY  2009  IPPS 
final  rule  (73  FR  48488)  for  a  detailed 
discussion  of  the  advantages  and 
disadvantages  of  rate-based 
measurement  of  HACs. 

Comment:  Commenters  expressed 
support  for  expansion  of  the  HAC  list  to 
include  categories  such  as  ventilator- 
associated  pneumonia,  failure  to  rescue, 
surgical  site  infection  following 
implantation  of  devices,  Clostridium 
difficile-associated  disease,  and 
malnutrition. 

Response:  We  thank  the  commenters 
for  their  continued  engagement  and 
monitoring  of  candidate  HACs.  We  will 
continue  to  monitor  these  conditions  as 
an  aspect  of  the  program  evaluation  and 
may  consider  discussion  of  these 
Candidate  HACs  in  future  rulemaking. 

Comment:  A  few  commenters 
encouraged  CMS  to  adopt  a  pay-for- 
performance  initiative  that  is. 
complementary  to  the  current  HAC 
program  and  incorporates  specific 
initiatives  outlined  in  the  HHS  Action 
Plan  to  Prevent  Healthcare-Associated 
Infections.  One  commenter  suggested 
that  mandatory  reporting  of  case  rates 
should  be  incorporated  into  pay-for- 
performance  initiatives. 

Response:  We  agree  with  the 
commenters  that  pay-for-performance 
and  value-based  purchasing  (VBP) 
programs  may  be  one  of  several 
payment  tools  for  reducing  preventable 
HACs  and  refer  readers  to  the  FY  2009 
IPPS  final  rule  (73  FR  48487  through 
48488)  for  a  detailed  discussion  of  how 
VBP  initiatives  such  as  the  Hospital 
VBP  Plan  Report  to  Congress  can 
address  preventable  HACs. 

G.  Changes  to  Specific  MS-DRG 
Classifications 

1.  MDC  5  (Diseases  and  Disorders  of  the 
Circulatory  System):  Intraoperative 
Fluorescence  Vascular  Angiography 
(IFVA) 

As  we  discussed  in  the  FY  2010  IPPS/ 
RY  2010  LJCH  PPS  proposed  rule  (74 
FR  24106  through  24107)  we  received  a 
request  to  reassign  cases  reporting  the 
use  of  intraoperative  fluorescence 
vascular  angiography  (IFVA)  with 
coronary  artery  bypass  graft  (CABG) 
procedures  from  MS-DRGs  235  and  236 
(Coronary  Bypass  without  Cardiac 
Catheterization  with  and  without  MCC, 
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respectively)  into  MS-DRG  233 
(Coronary  Bypass  with  Cardiac 
Catheterization  with  MCC)  and  MS- 
DRG  234  (Coronary  Bypass  with  Cardiac 
Catheterization  without  MCC).  Effective 
October  1,  2007,  procedure  code  88.59 
(Intra-operative  fluorescence  vascular 
angiography  (IFVA))  describes  this 
technology. 

IFVA  technology  consists  of  a  mobile 
device  imaging  system  with  software. 
The  technology  is  used  to  test  cardiac 
graft  patency  and  technical  adequacy  at 
the  time  of  coronary  artery  bypass 
grafting  (CABG).  While  this  system  does 
not  involve  fluoroscopy  or  cardiac 
catheterization,  it  has  been  suggested  by 
the  manufacturer  and  clinical  studies 
that  it  yields  results  that  are  similar  to 
those  achieved  with  selective  coronary 
arteriography  and  cardiac 
catheterization.  Intraoperative  coronary 
angiography  provides  information  about 
the  quality  of  the  anastomosis,  blood 
flow  through  the  graft,  distal  perfusion 
and  durability.  For  additional  detailed 
information  regarding  IFVA  technology, 
we  refer  readers  to  the  September  28- 
29,  2006  ICD-9-CM  Coordination  and  - 
Maintenance  Committee  meeting 


handout  at  the  following  Web  site: 
http://www.cms.hhs.gov/ICD9Provider 
DiagnosticCodes/ 03  meetings. asp# 
TopOfPage. 

We  examined  data  on  cases  identified 
by  procedure  code  88.59  in  MS-DRGs 
233,  234,  235,  and  236  in  the  FY  2008 
MedPAR  file.  As  shown  in  the  table 
below,  for  both  MS-DRGs  235  and  236, 
the  cases  utilizing  IFVA  technology 
identified  by  procedure  code  88.59  have 
a  shorter  length  of  stay  and  lower 
average  costs  compared  to  all  cases  in 
MS-DRGs  235  and  236.  There  were  a 
total  of  10,312  cases  in  MS-DRG  235 
with  an  average  length  of  stay  of  11.12 
days  with  average  costs  of  $33,846. 
There  were  88  cases  in  MS-DRG  235 
identified  by  procedure  code  88.59  with 
an  average  length  of  stay  of  9.82  days 
with  average  costs  of  $29,258.  In  MS- 
DRG  236,  there  were  a  total  of  24,799 
cases  with  an  average  length  of  stay  of 
6.52  days  and  average  costs  of  $22,329. 
There  were  159  cases  in  MS-DRG  236 
identified  by  procedure  code  88.59  with 
an  average  length  of  stay  of  6.30  days 
and  average  costs  of  $20,404.  The  data 
clearly  demonstrate  that  the  IFVA  cases 
identified  by  procedure  code  88.59  are 


assigned  appropriately  to  MS-DRGs  235 
and  236.  We  also  examined  data  on 
cases  identified  by  procedure  code 

88.59  in  MS-DRGs  233  and  234. 
Similarly,  in  MS-DRGs  233  and  234, 
cases  identified  by  procedure  code 

88.59  reflect  shorter  lengths  of  stay  and 
lower  average  costs  compared  to  all  of 
the  other  cases  in  those  MS-DRGs. 

There  were  a  total  of  17,453  cases  in 
MS-DRG  233  with  an  average  length  of 
stay  of  13.65  days  with  average  costs  of 
$41,199.  There  were  60  cases  in  MS- 
DRG  233  identified  by  procedure  code 

88.59  with  an  average  length  of  stay  of 
12.82  days  and  average  costs  of  $38,842. 
In  MS-DRG  234,  there  were  a  total  of 
27,003  cases  with  an  average  length  of 
stay  of  8.70  days  and  average  costs  of 
$28,327.  There  were  69  cases  in  MS- 
DRG  234  identified  by  procedure  code 

88.59  with  an  average  length  of  stay  of 
8.75  days  and  average  costs  of  $25,308. 
As  a  result  of  our  analysis,  the  data 
demonstrate  that  the  IFVA  cases 
identified  by  procedure  code  88.59  are 
appropriately  assigned  to  MS-DRGs  233 
and  234. 


MS-DRG 

Number  of 
cases 

Average 
length  of  stay 

Average  cost* 

235 — All  cases . 

10,312 

11.12 

$33,846 

235 — Cases  with  code  88.59  . 

88 

9.82 

29,258 

235 — Cases  without  code  88.59  . 

11.14 

33,886 

236 — All  cases . 

6.52 

22,329 

236 — Cases  with  code  88.59  . 

1T$1 

6.30 

20,404 

236 — Cases  without  code  88.59  . 

24,640 

6.52 

22,341 

MS-DRG 

Number  of 
cases 

Average 
length  of  stay 

Average  cost* 

233 — All  cases  . 

17,453 

41,199 

233 — Cases  with  code  88.59  . 

60 

38,842 

233 — Cases  without  code  88.59  . 

17,393 

41,207 

234 — All  cases  . 

27,003 

28,327 

234 — Cases  with  code  88.59  . 

69 

25,308 

234 — Cases  without  code  88.59  . 

26.934 

28,334 

*ln  the  FY  2007  IPPS  final  rule  (71  FR  47882),  we  adopted  a  cost-based  weighting  methodology.  The  cost-based  weights  were  adopted  over 
a  3-year  transition  period  in  Vb  increments  between  FY  2007  and  FY  2009.  The  average  cost  represents  the  average  standardized  charges  on 
the  claims  reduced  to  cost  using  the  cost  center-specific  CCRs  for  a  specific  DRG.  The  standardization  process  includes  adjustments  for  IME, 
DSH,  and  wage  index  as  applied  to  individual  hospitals.  This  estimation  of  cost  is  the  same  method  used  in  the  computation  of  the  relative 
weights.  We  are  using  cost-based  data  instead  of  our  historical  charge-based  data  to  evaluate  proposed  MS-DRG  classification  changes. 


We  believe  that  if  the  cases  identified 
by  procedure  code  88.59  were  proposed 
to  be  reassigned  from  MS-DRGs  235  and 
236  to  MS-DRGs  233  and  234,  they 
would  be  significantly  overpaid.  In 
addition,  because  the  cases  in  MS-DRGs 
235  and  236  did  not  actually  have  a 
cardiac  catheterization  performed,  a 
proposal  to  reassign  cases  identified  by 


procedure  code  88.59  would  result  in 
lowering  the  relative  weights  of  MS- 
DRGs  233  and  234  where  a  cardiac 
catheterization  is  truly  performed. 

In  summary,  the  data  do  not  support 
moving  IFVA  cases  identified  by 
procedure  code  88.59  from  MS-DRGs 
235  and  236  into  MS-DRGs  233  and 
234. 


In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  invited  the 
public  to  submit  comments  on  our 
proposal  not  to  make  any  MS-DRG 
modifications  for  cases  reporting 
procedure  code  88.59  for  FY  2010. 
Below,  we  provide  a  summation  of  the 
public  comments  we  received  and  our 
responses. 
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Comment:  A  number  of  commenters 
believed  that  the  use  of  IFVA  in 
conjunction  with  CABG  procedures 
leads  to  positive  outcomes.  Many  of  the 
commenters  stated  that  they  had 
performed  IFVA  and  that,  by  using 
IFVA  along  with  the  CABG  procedure, 
they  were  able  to  reduce  their  patients’ 
lengths  of  stay  and  reduce 
complications,  which  in  turn  reduced 
hospitals  costs.  The  commenters  stated 
that  the  CMS  published  data  indicated 
that  patients  who  undergo  a  CABG 
procedure  along  with  IFVA  “showed 
consistently  shortened  length  of  stay 
and  the  resulting  cost  savings.”  The 
commenters  stated  that,  despite  cost 
savings  from  the  routine  treatment  of 
CABG  patients  with  IFVA,  their 
facilities  were  not  prepared  to  purchase 
this  technology  unless  there  were 
additional  Medicare  payments. 

The  commenters  did  not  dispute  the 
fact  that  the  CMS  data  showed  IFVA 
cases  used  considerably  less  resources 
than  cases  undergoing  a  cardiac 
catheterization.  However,  the 
commenters  expressed  concern  that 
CMS  did  not  suggest  a  mechanism  to 
encourage  hospitals  to  invest  in  the 
IFVA  equipment  by  providing 
additional  payment  for  the  utilization  of 
IFVA. 

Some  commenters  urged  CMS  to 
explore  alternative  methods  of  payment 
to  facilities  for  utilizing  the  IFVA 
technology. 

Another  commenter  representing  a 
specialty  society  indicated  that  several 
of  its  members,  who  are  cardiothoracic 
surgeons,  had  differing  opinions  on  the 
value  of  IFVA  as  an  adjunctive 
procedure  to  CABG  surgery.  This 
commenter  stated  that,  due  to  a  lack  of 
information  regarding  the  efficacy  of 
IFVA  within  its  cardiac  surgery 
database,  the  commenter  was  unable  to 
appropriately  assess  the  effectiveness  of 
the  technology. 

Response:  We  appreciate  and 
acknowledge  the  commenters’  concerns. 
Wp  would  like  to  point  out  that  the 
costs  associated  with  the  IFVA 
technology,  when  utilized  with 
coronary  artery  bypass  (CABG) 
procedures,  are  already  accounted  for 
within  the  MS-DRGs  for  the  CABG 
procedure.  In  other  words,  cases 
reporting  procedure  code  88.59,  when 
performed  with  a  CABG  procedure,  are 
currently  grouped  to  one  of  the  MS- 
DRGs  describing  a  CABG  procedure. 

Our  claims  data  indicate  that  IFVA 
cases  have  average  costs  very  similar  to 
other  cases  within  the  MS-DRGs  to 
which  they  are  currently  assigned.  Our 
data  do  not  support  classifying  code 
88.59  as  a  cardiac  catheterization  so  that 
all  cases  where  IFVA  is  performed 


would  be  assigned  to  the  CABG  DRGs 
with  cardiac  catheterization  (MS-DRGs 
233  and  234).  The  cardiac 
catheterization  cases  have  consistently 
higher  costs  than  cases  that  only  utilize 
IFVA  with  CABG. 

In  response  to  concerns  that  CMS  did 
not  provide  an  alternative  for  facilities 
to  account  for  costs  associated  with 
IFVA  use  in  conjunction  with  CABG 
surgery,  in  our  evaluation  of  data  for 
possible  proposals  for  modifications  to 
the  MS-DRGs,  we  did  not  find  data  to 
support  a  MS-DRG  change  for  IFVA. 

The  request  we  received  was  to  reassign 
cases  reporting  the  use  of  IFVA  with 
CABG  procedures  from  MS-DRGs  235 
and  236  into  MS-DRG  233  and  MS- 
DRG  234.  To  make  this  change,  we 
would  have  to  add  the  IFVA  procedure 
to  the  list  of  cardiac  catheterization 
procedures  listed  under  MS-DRGs  233 
and  234.  As  the  commenters  noted  in  its 
own  submitted  comments,  the  data 
presented  in  the  FY  2010  proposed  rule 
(74  FR  24107),  for  cases  where  IFVA 
(code  88.59)  was  reported  with  a  CABG 
procedure,  demonstrated  that  these 
cases  resulted  in  shorter  lengths  of  stay 
and  lower  average  costs  compared  to  all 
cases  within  the  specified  CABG  MS- 
DRGs.  As  such,  it  would  be 
inappropriate  to  reassign  cases  reporting 
the  use  of  IFVA  to  higher  weighted  MS- 
DRGs  merely  as  an  incentive  for 
hospitals  to  invest  in  the  IFVA 
technology. 

With  regards  to  the  commenter’s 
suggestion  that  CMS  give  consideration 
to  the  utilization  of  the  cardiac  surgery 
database  to  analyze  IFVA,  we  refer  the 
commenter  and  readers  to  section 
V.A.1-5  of  the  FY  2010  proposed  rule 
(74  FR  24165  through  24176)  for  a 
discussion  of  CMS’  Hospital  Value- 
Based  Purchasing  (VBP)  Plan,  a  policy 
that  strives  to  align  payment  incentives 
with  the  quality  of  care  as  well  as  the 
resources  used  to  deliver  care  to 
encourage  high-value  health  care. 

In  conclusion,  many  commenters 
expressed  support  for  the  limited  MS- 
DRG  changes  proposed  for  FY  2010, 
given  the  major  changes  that  took  place 
with  the  recent  implementation  of  the 
MS-DRG  system.  Our  analysis  of  claims 
data  indicates  that  IFVA  cases  have 
average  costs  very  similar  to  other  cases 
within  the  MS-DRGs  to  which  they  are 
currently  assigned,  and  the  data  do  not 
support  the  request  to  classify  IFVA  as 
a  cardiac  catheterization  at  this  time. 
Therefore,  as  final  policy  for  FY  2010, 
we  are  finalizing  our  proposal  to  not 
make  any  changes  to  MS-DRGs  233, 

234,  235,  or  236  for  cases  reporting  the 
use  of  intraoperative  fluorescence 
vascular  angiography  (IFVA),  procedure 
code  88.59. 


2.  MDC  8  (Diseases  and  Disorders  of  the 
Musculoskeletal  System  and  Connective 
Tissue):  Infected  Hip  and  Knee 
Replacements 

As  discussed  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24107  through  24109),  we  received  a 
request  that  we  examine  the  issue  of 
patients  who  have  undergone  hip  or 
knee  replacement  procedures  that  have 
subsequently  become  infected  and  who 
are  then  admitted  for  inpatient  services 
for  removal  of  the  prosthesis.  The 
requestor  stated  that  these  patients  are 
presented  with  devastating 
complications  and  require  extensive 
resources  to  treat.  The  infection  often 
results  in  the  need  for  multiple  re- 
operations,  prolonged  use  of 
intravenous  and  oral  antibiotics, 
extended  rehabilitation,  and  frequent 
followups.  Furthermore,  the  requestor 
stated  that,  even  with  extensive 
treatment,  the  outcomes  can  still  be 
poor  for  some  of  these  patients.  The 
requestor  stated  that  patients  who  are 
admitted  for  inpatient  services  with  an 
infected  hip  or  knee  prosthesis  must 
first  undergo  a  procedure  to  remove  the 
prosthesis  and  to  insert  an  antibiotic 
Spacer  to  treat  the  infection  and 
maintain  a  space  for  the  new  prosthesis. 
The  new  prosthesis  cannot  be  inserted 
until  after  the  infection  has  been  treated. 
Patients  who  are  admitted  for  inpatient 
services  with  a  hip  or  knee  infection 
and  then  undergo  a  removal  of  the 
prosthesis  are  captured  by  the  following 
procedure  codes: 

•  80.05  (Arthrotomy  for  removal  of 
prosthesis,  hip) 

•  80.06  (Arthrotomy  for  removal  of 
prosthesis,  knee) 

In  addition,  code  84.56  (Insertion  or 
replacement  of  (cement)  spacer))  would 
be  used  for  any  insertion  of  a  spacer  that 
would  be  reported  if  an  antibiotic  spacer 
were  inserted. 

The  issue  of  hip  and  knee  infections 
and  revisions  was  discussed  in  the  FY 
2009  IPPS  final  rule  (73  FR  48498 
through  48507)  in  response  to  a  more 
complicated  request  that  we  received 
involving  the  creation  and  modification 
of  several  joint  DRGs.  Because  .data  did 
not  support  the  requestor’s  suggested 
changes,  we  did  not  make  any 
modifications  to  the  joint  DRGs  at  that 
time. 

The  current  requestor  asked  that  we 
move  Cases  involving  the  removal  of  hip 
and  knee  prostheses  (procedure  codes 
80.05  and  80.06)  from  their  current 
assignment  in  MS-DRGs  480,  481,  and 
482  (Hip  and  Femur  Procedures  Except 
Major  Joint  with  MCC,  with  CC,  without 
CC/MCC,  respectively)  and  in  MS-DRGs 
495,  496,  and  497  (Local  Excision  of 
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Internal  Fixation  Device  Except  Hip  and 
Femur  with  MCC,  with  CC,  and  with 
CC/MCC,  respectively)  and  assign  them 
to  MS-DRGs  463,  464,  and  465  (Wound 
Debridement  and  Skin  Graft  Except 
Hand,  for  Musculo-Connective  Tissue 
Disease  with  MCC,  with  CC,  without 
CC/MCC,  respectively).  MS-DRGs  463, 
464,  and  465  include  cases  that  are 
treated  with  a  debridement  for  infection. 
The  requestor  stated  that  these  cases  are 
clinically  similar  to  those  captured  by 
procedure  codes  80.05  and  80.06  where 
the  prosthesis  is  removed  and  a  new 
prosthesis  is  not  inserted  because  of  an 
infection. 

The  requestor  specifically  asked  that 
we  remove  the  hip  arthrotomy  code 


80.05  from  MS-DRGs  480,  481,  and  482, 
and  assign  it  to  MS-DRGs  463,  464,  and 
465.  The  requestor  also  recommended 
that  we  remove  the  knee  arthrotomy 
code  80.06  from  MS-DRGs  495,  496, 
and  497  and  assign  it  to  MS-DRGs  463, 
464,  and  465. 

If  we  were  to  accept  the  requestor’s 
suggestion,  joint  replacement  cases  in 
which  the  patients  were  admitted  for 
inpatient  services  to  remove  the 
prosthesis  because  of  an  infection 
would  be  assigned  to  the  higher  paying 
debridement  MS-DRGs  (MS-DRGs  463, 
464,  and  465).  As  mentioned  earlier, 
these  MS-DRGs  contain  other  cases 
involving  treatment  for  infections. 


For  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  examined  hip 
replacement  cases  identified  by 
procedure  code  80.05  in  MS-DRGs  480, 
481,  and  482,  and  knee  replacement 
cases  identified  by  procedure  code 
80.06  in  MS-DRGs  495,  496,  and  497 
using  the  FY  2008  MedPAR  file.  Our 
data  from  the  FY  2008  MedPAR  file 
support  the  requestor’s  suggestion  that 
these  cases  have  similar  costs  to  those 
in  MS-DRGs  463,  464,  and  465,  and  that 
they  are  significantly  more  expensive  to 
treat  than  those  in  their  current  MS- 
DRG  assignments.  The  following  table 
summarizes  those  findings: 


MS-DRG 

"  Number  of 
cases 

Average 
length  of  stay 

463 — All  Cases  . 

4,834 

16.59 

$26,696 

464 — All  Cases  . 

4,934 

9.52 

15,065 

465 — All  Cases  . 

1,696 

5.45 

9,04-1 

480— All  Cases  . 

31,181 

8.89 

17,168 

480 — Cases  with  code  80.05  . . 

643 

13.35 

26,053 

480 — Cases  without  code  80.05  . 

30,538 

8.80 

16,981 

481 — All  Cases  . . 

72,406 

5.68 

11,259 

481 — Cases  with  code  80.05  . 

871 

8.34 

17,202 

481 — Cases  without  code  80.05  . 

71,535 

5.65 

11,187 

482 — All  Cases  . 

37,443 

4.65 

9,320 

482 — Cases  with  code  80.05  . 

282 

6.82 

13,718 

482 — Cases  without  code  80.05  . 

37,161 

4.63 

9’287 

495 — All  Cases  . 

2,140 

10.40 

18,729 

495 — Cases  with  code  80.06  . 

513 

11.53 

23,508 

495 — Cases  without  code  80.06  . . 

1,627 

10.04 

17,432 

496 — All  Cases  . 

5,518 

5.73 

10,827 

496 — Cases  with  code  80.06  . . 

1,346 

6.67 

14,454 

496 — Cases  without  code  80.06  . 

4,172 

5.42 

9,657 

497 — All  Cases  . 

5,856 

2.84 

7  148 

497 — Cases  with  code  80,06  . 

688 

5.08 

12,234 

497 — Cases  without  code  80.06  . 

5,168 

2.54 

6,470 

*ln  the  FY  2007  IPPS  final  rule  (71  FR  4/882),  we  adopted  a  cost-based  weighting  methodology.  The  cost-based  weights  were  adopted  over 
a  3-year  transition  period  in  V3  increments  between  FY  2007  and  FY  2009.  The  average  cost  represents  the  average  standardized  charges  on 
the  claims  reduced  to  cost  using  the  cost  center-specific  CCRs  for  a  specific  DRG.  The  standardization  process, includes  adjustments  for  IME, 
DSH,  and  wage  index  as  applied  to  individual  hospitals.  This  estimation  of  cost  is  the  same  method  used  in  the  computation  of  the  relative 
weights.  We  are  using  cost-based  data  instead  of  our  historical  charge-based  data  to  evaluate  proposed  MS-DRG  classification  changes. 


The  data  show  that  hip  replacement 
cases  with  procedure  code  80.05  in  MS- 
DRGs  480,  481,  and  482  have  average 
costs  of  $26,053,  $17,202,  and  $13,718, 
respectively,  compared  to  overall 
average  costs  of  $17,168  in  MS-DRG 
480;  $11,259  in  MS-DRG  481;  and 
$9,320  in  MS-DRG  482.  The  data  also 
show  that  knee  replacement  cases  with 
procedure  code  80.06  in  MS-DRGs  495, 
496,  and  497  have  average  costs  of 
$23,508,  $14,454,  and  $12,234, 
respectively,  compared  to  average  costs 
of  all  cases  of  $18,729  in  MS-DRG  495, 
$10,827  in  MS-DRG  496,  and  $7,148  in 
MS-DRG  497.  All  cases  in  MS-DRGs 
463,  464,  and' 465  had  average  costs  of 
$26,696,  $15,065,  and  $9,041, 
respectively. 


The  results  of  this  analysis  of  data 
support  the  reassignment  of  procedure 
codes  80.05  and  80.06  to  MS-DRGs  463, 
464,  and  465.  Therefore,  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24107  through  24109),  we 
proposed  to  move  procedure  codes 
80.05  and  80.06  from  their  current 
assignments  in  MS-DRGs  480,  481,  and 
482  and  495,  496,  and  497,  and  assign 
them  to  MS-DRGs  463,  464,  and  465. 

We  also  proposed  to  revise  the  code  title 
of  procedure  code  80.05  to  read 
“Arthrotomy  for  removal  of  prosthesis 
without  replacement,  hip”  and  the  title 
of  procedure  code  80.06  to  read 
“Arthrotomy  for  removal  of  prosthesis 
without  replacement,  knee”,  effective 
October  1,  2Q09,  as  in  shown  in  Table 


6F  of  the  Addendum  to  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule. 

Comment:  A  number  of  commenters 
supported  our  recommendation  to  move 
codes  80.05  and  80.06  from  their  current 
assignments  in  MS-DRGs  480,  481,  and 
482  and  495,  496,  and  497  and  assign 
them  to  MS-DRGs  463,  464,  and  465. 
The  commenters  also  supported  the 
proposed  changes  to  the  code-  titles  for 
both  codes  80.05  and  80.06,  effective 
October  1,  2009. 

One  commenter  supported  this  MS- 
DRG  change  for  the  treatment  of 
infection  following  hip  and  knee 
arthroplasty  patients  because,  according 
to  the  commenter,  considerable 
resources  are  required  to  care  for  these 
patients  whose  deep  infections  are  one 
of  the  most  devastating  complications 
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associated  with  hip  and  knee 
arthroplasty.  The  commenter  further 
stated  that  the  current  hospital  payment 
rate  provides  a  disincentive  for 
hospitals  to  admit  patients  with  infected 
total  joint  replacements  and  creates  an 
economic  burden  on  tertiary  care 
referral  centers  treating  these  patients. 
Several  other  commenters  also  agreed 
that  these  cases  are  significantly  more 
expensive  to  treat  than  other  cases  in 
the  current- MS-DRG  assignments.  One 
commenter  stated  that  this  reassignment 
will  more  accurately  reflect  the  costs 
associated  with  treating  the  removal  of 
hip  and  knee  prostheses. 

Some  of  the  commenters  who 
supported  the  proposed  changes  stated 
that,  given  the  recent  major  changes  to 
the  MS-DRGs,  it  was  appropriate  for 
CMS  to  propose  a  limited  number  of 
MS-DRG  classification  changes  for  FY 
2010.  The  commenters  had  no 
objections  to  the  proposal  to  move  codes 
80.05  and  80.06  to  MS-DRGs  463,  464, 
and  465. 

Response:  We  appreciate  the  support 
of  the  commenters  and  agree  that  it  is 
appropriate  to  move  codes  80.05  and 
80.06  to  MS-DRGs  463,  464,  and  465. 

Comment:  Several  commenters  who 
supported  this  proposed  MS-DRG 
assignment  change  also  recommended 
that  CMS  consider  revising  the  titles  for 
MS-DRGs  463,  464,  and  465  to  reflect 
the  proposed  reassignment  change.  The 
commenters  suggested  the  following 
MS-DRG  titles  for  MS-DRGs  463,  464, 
and  465:  “Wound  Debridement,  Skin 
Graft,  and/or  Removal  of  Infected 
Prosthesis  Except  hand  for 
Musculoskeletal-Connective  Tissue 
Disease  with  MCC,  with  CC,  or  without 
CC/MCC,”  respectively. 

Response:  Tne  MS-DRG  titles  are 
general  in  nature  and  usually  do  not 
describe  all  the  diagnoses  and 
procedure  codes  included  in  each  MS- 
DRG.  We  do  not  use  the  full  MS-DRG 
titles  within  the  IPPS.  Rather,  we  use 
abbreviated  titles,  as  is  shown  in  Table 
5  of  the  Addendum  to  this  FY  2010 
IPPS/RY  2010  LTCH  PPS  final  rule.  Our 
abbreviated  titles  are  constrained  by  the 
fact  that  they  must  be  68  characters 
long.  The  current  abbreviated  title  for 
MS-DRG  465  is  already  68  characters 
long.  The  MS-DRG  465  abbreviated  title 
is  as  follows:  Wnd  debrid  &  skn  graft 
exc  hand,  for  musculo-conn  tiss  dis 
w/o  CC/MM.  As  a  result,  we  are  unable 
to  accommodate  the  commenter’s 
suggestion  by  making  a  clear  MS-DRG 
abbreviated  title  that  includes  all  of  the 
recommended  language  within  our  68 
character  limitation.  We  also  note  that 
not  all  prosthesis  removals  are  being 
moved  to  MS-DRGs  463,  364,  and  465. 
We  are  only  moving  knee  and  hip 


prosthesis  removals  to  these  MS-DRGs. 
Therefore,  we  believe  that  the  suggested 
new  title  may  be  misleading  because  it 
implies  all  types  of  prosthesis  removals 
are  in  these  MS-DRGs.  Therefore,  we 
are  maintaining  the  current  titles  for 
MS-DRGs  463,  464,  and  465. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  move 
procedure  codes  80.05  and  80.06  to  MS- 
DRGs  463,  464,  and  465.  We  are  also 
finalizing  our  proposal  to  revise  the 
titles  of  procedure  codes  80.05  and 
80.06.  The  revised  title  for  procedure 
code  80.05  is  “Arthrotomy  for  removal 
of  prosthesis  without  replacement,  hip”. 
The  revised  title  for  procedure  code 
80.06  is  “Arthrotomy  for  removal  of 
prosthesis  without  replacement,  knee”. 
These  modifications  and  revisions  are 
'effective  October  1,  2009,  as  reflected  in 
Table  6F  of  the  Addendum  to  this  final 
rule. 

3.  Medicare  Code  Editor  (MCE)  Changes 

As  explained  under  section  II.B.l.  of 
the  preamble  of  this  final  rule,  the 
Medicare  Code  Editor  (MCE)  is  a 
software  program  that  detects  and 
reports  errors  in  the  coding  of  Medicare 
claims  data.  Patient  diagnoses, 
procedure(s),  and  demographic 
information  are  entered  into  the 
Medicare  claims  processing  systems  and 
are  subjected  to  a  series  of  automated 
screens.  The  MCE  screens  are  designed 
to  identify  cases  that  require  further 
review  before  classification  into  a  DRG. 
In  the  FY  2020  IPPS/LTCH  PPS 
proposed  rule  (74  FR  24109  through 
24110),  for  FY  2010,  we  proposed  to 
make  the  following  changes  to  the  MCE 
edits: 

a.  Diagnoses  Allowed  for  Males  Only 
Edit 

There  are  four  diagnosis  codes  that 
were  inadvertently  left  off  of  the  MCE 
edit  titled  “Diagnoses  Allowed  for 
Males  Only.”  These  codes  are  located  in 
the  chapter  of  the  ICD-9-CM  diagnosis 
codes  entitled  “Diseases  of  Male  Genital 
Organs.”  In  the  FY  2009  IPPS  final  rule, 
we  indicated  that  we  were  adding  the 
following  four  codes  to  this  MCE  edit: 

•  603.0  (Encysted  hydrocele) 

•  603.1  (Infected  hydrocele) 

•  603.8  (Other  specified  types  of 

hydrocele) 

•  603.9  (Hydrocele,  unspecified). 

We  had  no  reported  problems  or 

confusion  with  the  omission  of  these 
codes  from  this  section  of  the  MCE,  but 
in  order  to  have  an  accurate  product,  we 
indicated  that  we  were  adding  these 
codes  for  FY  2009.  However,  through  an 
oversight,  we  failed  to  implement  the 


indicated  FY  2009  changes  to  the  MCE 
by  adding  codes  603.0,  603.1,  603.8,  and 
603.9  to  the  MCE  edit  of  diagnosis 
allowed  for  males  only.  In  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule, 
we  acknowledged  this  omission  and 
again  proposed  to  make  the  changes. 

We  did  not  receive  any  public 
comments  on  the  proposed  changes  to 
the  edit  for  Diagnosis  Allowed  for  Males 
Only.  Therefore,  we  are  finalizing  our 
proposal  to  add  diagnosis  codes  603.0, 
603.1,  603.8,  and  603.9  to  this  MCE  edit 
for  FY  2010. 

b.  Manifestation  Codes  a6  Principal 
Diagnosis  Edit 

Manifestation  codes  describe  the 
manifestation  of  an  underlying  disease, 
not  the  disease  itself.  Therefore, 
manifestation  codes  should  not  be  used 
as  a  principal  diagnosis.  The  National 
Center  for  Health  Statistics  (NCHS)  has 
removed  the  advice  “code  first 
associated  disorder”  from  three  codes, 
thereby  making  them  acceptable 
principal  diagnosis  codes.  These  codes 
are: 

•  365.41  (Glaucoma  associated  with 
chamber  angle  anomalies) 

•  365.42  (Glaucoma  associated  with 
anomalies  of  iris) 

•  365.43  (Glaucoma  associated  with 
other  anterior  segment  anomalies) 

In  order  to  make  conforming  changes 
to  the  MCE,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24109),  we  proposed  to  remove  codes 
365.41,  365.42,  and  365.43  from  the 
Manifestation  Code  as  Principal 
Diagnosis  Edit. 

We  did  not  receive  any  public 
comments  on  the  proposed  changes  to 
the  edit  for  Manifestation  Codes  as 
Principal  Diagnosis.  Therefore,  we  are 
finalizing  our  proposal  to  remove 
manifestation  codes  365.41,  365.42,  and 
365.43  from  the  principal  diagnosis  edit. 
These  codes  will  be  acceptable  as 
principal  diagnosis,  effective  October  1, 
2010. 

c.  Invalid  Diagnosis  or  Procedure  Code 

The  MCE  checks  each  diagnosis, 
including  the  admitting  diagnosis,  and 
each  procedure  against  a  table  of  valid 
ICD-9-CM  codes.  If  an  entered  code 
does  not  agree  with  any  code  on  the  list, 
it  is  assumed  to  be  invalid  or  that  the 
4th  or  5th  digit  of  the  code  is  invalid  or 
missing. 

An  error  was  discovered  in  this  edit. 
ICD-9-CM  code  00.01  (Therapeutic 
ultrasound  of  vessels  of  head  and  neck) 
was  inadvertently  left  out  of  the  MCE 
tables.  The  inclusion  of  this  code  in  the 
MCE  tables  would  have  generated  an 
error  message  at  the  Medicare  contractor 
level,  but  we  had  instructed  the 
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Medicare  contractors  to  override  this 
edit  for  discharges  on  t»r  after  October  1, 
2008.  To  make  a  conforming  change  to 
the  MCE.  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24109), 
we  proposed  to  add  code  00.01  to  the 
table  of  valid  codes. 

We  did  not  receive  any  public 
comments  on  our  proposed  changes  to 
the  edit  for  Invalid  Diagnosis  or 
Procedure  Codes.  Therefore,  we  are 
finalizing  our  proposal  to  add  code 
00.01  to  the  table  of  valid  codes  for  FY 
2010. 

d.  Unacceptable  Principal  Diagnosis 

There  are  selected  codes  that  describe 
a  circumstance  that  influences  an 
individual’s  health  status  but  not  a 
current  illness  or  injury  and  codes  that 
are  not  specific  manifestations  but  may 
describe  illnesses  due  to  an  underlying 
cause.  These  code.s  are  considered 
unacceptable  as  a  principal  diagnosis. 

For  FY  2008,  a  series  of  diagnostic 
codes  were  created  at  subcategory  209, 
Neuroendocrine  Tumors!  An 
instructional  note  under  this 
subcategory  stated  that  coders  were  to 
“Code  first  any  associated  multiple 
endocrine  neoplasia  syndrome  (258.01- 
258.03)”.  Medicare  contractors  had 
interpreted  this  note  to  mean  that  none 
of  the  codes  in  subcategory  209  were 
acceptable  principal  diagnoses  and  had 
entered  these  codes  on  the  MCE  edit  for 
unacceptable  principal  diagnoses.  We 
later  deemed  this  interpretation  to  be 
incorrect.  We  had  not  intended  that  the 
series  of  codes  at  subcategory  209  were 
only  acceptable  as  secondary  diagnoses. 

To  avoid  future  misinterpretation,  in 
the  FY  2010  IPPS/RY  2919  LTCH  PPS 
proposed  rule  (74  FR  24109  through 
24110),  we  proposed  to  remove  the 
following  codes  from  the  MCE  edit  for 
unacceptable  principal  diagnoses. 

•  209.00  (Malignant  carcinoid  tumor  of 
the  small  intestine,  unspecified 
portion) 

•  209.01  (Malignant  carcinoid  tumor  of 
the  duodenum) 

•  209.02  (Malignant  carcinoid  tumor  of 
the  jejunum) 

•  209.03  (Malignant  carcinoid  tumor  of 
the  ileum) 

•  209.10  (Malignant  carcinoid  tumor  of 
the  large  intestine,  unspecified 
portion) 

•  209.11  (Malignant  carcinoid  tumor  of 
the  appendix) 

•  209.12  (Malignant  carcinoid  tumor  of 
the  cecum) 

•  209.13  (Malignant  carcinoid  tumor  of 
the  ascending  colon) 

•  209.14  (Malignant  carcinoid  tumor  of 
the  transverse  colon) 

•  209.15  (Malignant  carcinoid  tumor  of 
the  descending  colon) 


209.16  (Malignant  carcinoid  tumor  of 
the  sigmoid  colon) 

209.17  (Malignant  carcinoid  tumor  of 
the  rectum) 

209.20  (Malignant  carcinoid  tumor  of 
unknown  primary  site) 

209.21  (Malignant  carcinoid  tumor  of 
the  bronchus  and  lung) 

209.22  (Malignant  carcinoid  tumor  of 
the  thymus) 

209.23  (Malignant  carcinoid  tumor  of 
the  stomach) 

209.24  (Malignant  carcinoid  tumor  of 
the  kidney) 

209.25  (Malignant  carcinoid  tumor  of 
foregut,  not  otherwise  specified) 

'  209.26  (Malignant  carcinoid  tumor  of 
midgut,  not  otherwise  specified) 

’  209.27  (Malignant  carcinoid  tumor  of 
hindgut,  not  otherwise  specified) 

’  209.29  (Malignant  carcinoid  tumor  of 
other  sites) 

»  209.30  (Malignant  poorly 
differentiated  neuroendocrine 
carcinoma,  any  site) 

►  209.40  (Benign  carcinoid  tumor  of  the 
small  intestine,  unspecified  portion) 

»  209.41  (Benign  carcinoid  tumor  of  the 
duodenum) 

►  209.42  (Benign  carcinoid  tumor  of  the 
jejunum) 

►  209.43  (Benign  carcinoid  tumor  of  the 
ileum) 

»  209.50  (Benign  carcinoid  tumor  of  the 
large  intestine,  unspecified  portion) 

•  209.51  (Benign  carcinoid  tumor  of  the 
appendix) 

•  209.52  (Benign  carcinoid  tumor  of  the 
cecum) 

»  209.53  (Benign  carcinoid  tumor  of  the 
ascending  colon) 

•  209.54  (Benign  carcinoid  tumor  of  the 
transverse  colon) 

•  209.55  (Benign  carcinoid  tumor  of  the 
descending  colon) 

•  209.56  (Benign  carcinoid  tumor  of  the 
sigmoid  colon) 

•  209.57  (Benign  carcinoid  tumor  of  the 
rectum) 

•  209.60  (Benign  carcinoid  tumor  of 
unknown  primary  site) 

•  209.61  (Benign  carcinoid  tumor  of  the 
bronchus  and  lung) 

•  209.62  (Benign  carcinoid  tumor  of  the 
thymus) 

•  209.63  (Benign  carcinoid  tumor  of  the 
stomach) 

•  209.64  (Benign  carcinoid  tumor  of  the 
kidney) 

•  209.65  (Benign  carcinoid  tumor  of 
foregut,  not  otherwise  specified) 

•  209.66  (Benign  carcinoid  tumor  of 
midgut,  not  otherwise  specified) 

•  209.67  (Benign  carcinoid  tumor  of 
hindgut,  not  otherwise  specified) 

•  209.69  (Benign  carcinoid  tumor  of 
other  sites) 

In  the  meantime,  CMS  has  issued 
instructions  in  the  form  of  an  internal 


working  document  called  a  joint 
signature  memorandum  to  the  Medicare 
contractors  to  override  this  edit  and 
process  claims  containing  codes  from 
the  subcategory  209  series  as  acceptable 
principal  diagnoses. 

We  acted  quickly  to  negate  the  effects 
of  this  edit,  as  it  was  an  erroneous  edit 
to  the  MCE  resulting  in  unintended 
consequences.  We  did  not  receive  any 
public  comments  on  the  proposed 
change  to  the  edit  for  Unacceptable 
Principal  Diagnosis.  Therefore,  we  are 
finalizing  our  proposal  to  remove  the 
codes  listed  above  (that  is,  codes  209.00 
through  209.69)  from  the  MCE  edit  for 
Unacceptable  Principal  Diagnosis. 

e.  Creation  of  New  Edit  Titled  “Wrong 
Procedure  Performed” 

On  January  15,  2009,  CMS  issued 
three  National  Coverage  Decision 
memoranda  on  the  coverage  of 
erroneous  surgeries  on  Medicare 
patients:  Wrong  Surgical  or  Other 
Invasive  Procedure  Performed  on  a 
Patient  (CAG-00401N);  Surgical  or 
Other  Invasive  Procedure  Performed  on 
the  Wrong  Body  Part  (CAG-00402N); 
and  Surgical  or  Other  Invasive 
Procedure  Performed  on  the  Wrong 
Patient  (CAG— 00403N).  We  refer  readers 
to  the  following  CMS  Web  sites  to  view 
the  memoranda  in  their  entirety:  For  the 
decision  memorandum  on  surgery  bn 
the  wrong  body  part:  https:// 
www.cms.hhs.gov/mcd/viewdecision 
memo.asp?id=222.  Fof  the  decision 
memorandum  on  surgery  on  the  wrong 
patient:  https://www.cms.hhs.gov/mcd/ 
viewdecisionmemo.asp?id=221 .  For  the 
decision  memorandum  on  the  wrong 
surgery  performed  on  a  patient:  https:// 
www.cms.hhs.gov/mcd/ 
viewdecisionmemo.asp?id=223 . 

To  conform  to  these  new  coverage 
decisions,  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24110), 
we  proposed  to  create  a  new  edit  to 
identify  cases  in  which  wrong  surgeries 
occurred.  The  NCHS  has  revised  the 
title  of  one  E-code  and  created  two  new 
E-codes  to  identify  cases  in  which 
incorrect  surgeries  have  occurred.  The 
revised  E-code  title  is: 

•  E876.5  (Performance  of  wrong 
operation  (procedure)  on  correct 
patient). 

The  two  new  E-codes  are  as  follows: 

•  E876.6  (Performance  of  operation 
(procedure)  on  patient  not  scheduled  for 
surgery). 

•  E876.7  (Performance  of  correct 
operation  (procedure)  on  wrong  side/ 
body  part). 

For  the  benefit  of  the  reader,  we  are 
providing  the  following  brief 
background  information  on  external 
causes  of  injury  and  poisoning  codes  (E- 
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codes).  E-codes  are  intended  to  provide 
data  for  injury  research  and  evaluation 
of  injury  prevention  strategies.  E-codes 
capture  how  the  injury  or  poisoning 
happened  (cause),  the  intent 
(unintentional  or  accidental;  or 
intentional,  such  as  suicide  or  assault), 
and  the  place  where  the  event  occurred. 
The  use  of  E-codes  is  supplemental  to 
the  ICD-9-CM  diagnosis  codes.  The 
National  Center  for  Health  Statistics 
(NCHS)/CDC  has  created  and  maintains 
the  ICD-9-CM  Official  Guidelines  for 
Coding  and  Reporting,  including 
instructions  concerning  E-codes,  and 
has  made  these  guidelines  available  on 
the  Web  site  at:  http://www.cdc.gov/ 
nchs/datawh/ftpserv/ftpicd9/ 
icdguide08.pdf.  The  guidelines  are  a 
national  H1PAA  standard.  The 
guidelines  are  being  updated  effective 
October  1,  2009,  to  recognize  the  fact 
that  CMS  requires  the  reporting  of  E- 
codes  as  part  of  its  wrong  procedure 
performed  national  coverage  decision. 
The  fourth  quarter  issue  of  Coding 
Clinic  for  ICD-9-CM  will  also  include 
information  on  the  new  wrong  surgery 
codes  as  well  as  the  updated  Coding 
Guidelines. 

A  complete  list  of  all  of  the  E-codes 
that  will  be  implemented  on  October  1, 
2009,  can  be  found  on  the  CMS  Web  site 
home  page  at:  http://www.cms.hhs.gov/ 
ICD9ProviderDiagnosticCodes/07 _ 
summarytables.aspttTopOfPage  in  the 
download  titled  “New,  Deleted,  and 
Invalid  Diagnosis  and  Procedure 
Codes.” 

Currently,  an  E-code  used  as  a 
principal  diagnosis  will  receive  the 
MCE  Edit  “E-code  as  principal 
diagnosis”.  This  edit  will  remain  in 
effect.  However,  we  proposed  a  change 
to  the  MCE  so  that  E-codes  E876.5 
through  E876.7,  whether  they  are  in  the 
principal  or  secondary  diagnosis 
position,  will  trigger  the  “Wrong 
Procedure  Performed”  edit.  Any  claim 
with  this  edit  will  be  rejected. 

Comment:  Several  commenters 
requested  that  CMS  clarify  its  policy  on 
reporting  of  E-codes,  stating  that  CMS 
has  never  required  the  reporting  of  these 
codes  prior  to  the  proposed  rule.  The 
commenters  also  stated  that  an  edit  for 
codes  E876.5  through  E876.7  should  not 
be  applied  to  claims  in  which  one  of 
these  E-codes  was  listed  as  the  principal 
diagnosis  as  there  is  already  an  MCE 
edit  that  addresses  E-codes  in  this 
position.  One  commenter  agreed  that 
eliminating  the  “E-code  as  Principal 
Diagnosis”  edit  that  is  currently  in  place 
will  address  many  issues  for  reporting 
E-codes  as  principal  diagnosis. 

Response:  The  commenters  are  correct 
that  the  reporting  of  E-codes  has  not 
previously  been  required  for  reporting 


to  CMS.  However,  as  noted  above,  the 
E-codes  are  used  for  many  purposes  and 
are  often  required  by  institutions  in 
order  to  describe  a  complete  patient 
encounter  with  health  services.  We 
believe  that  any  of  the  three 
aforementioned  wrong  surgery 
situations  presents  such  an  egregious 
scenario  that  hospitals  will  capture  this 
information  through  the  use  of  the 
applicable  E-codes. 

The  commenters  are  correct  that  E- 
codes  in  the  principal  diagnosis 
position  on  the  claim  will  trigger  an  edit 
in  which  claims  will  be  returned  to  the 
provider.  However,  we  did  not  propose 
to  delete  this  edit;  this  edit  will  remain 
in  place  along  with  the  Wrong 
Procedure  Performed  edit.  Claims  with 
E-codes  other  than  codes  E876.5 
through  E876.7  reported  in  the  principal 
diagnosis  position  will  be  subject  to  the 
longstanding  Principal  Diagnosis  edit. 
Claims  with  codes  E876.5  through 
E876.7  reported  in  either  the  principal 
or  secondary  diagnosis  position  will  be 
subject  to  the  Wrong  Procedures 
Performed  edit.  These  claims  will  be 
rejected. 

Comment:  Commenters  suggested  that 
the  Wrong  Procedure  Performed  edit 
should  be  triggered  if  the  E-code  is 
reported  in  either  the  E-code  position  on 
the  claim  or  in  the  secondary  diagnosis 
position. 

Response:  We  agree  that  the  edit 
should  be  triggered  no  matter  in  what 
position  it  is  reported.  However,  we 
encourage  reporting  of  the  E-codes  in 
the  secondary  diagnosis  position. 

Comment:  One  commenter  suggested 
that  if  codes  E876.5  through  E876.7 
were  to  be  reported  in  the  principal 
diagnosis  position,  the  “E-code  as 
Principal  Diagnosis”  edit  should  be 
invoked  and  the  claim  returned  to  the 
provider  so  that  the  claim  could  then  be  ■ 
resubmitted  listing  the  codes  in  the 
correct  sequence.  The  commenter 
further  suggested  that  the  Wrong 
Procedure  Performed  edit  should  only 
be  triggered  when  the  E-codes  are 
reported  in  the  correct  position  on  the 
claim. 

Response:  We  do  not  believe  this 
suggestion  is  in  the  best  interest  of  the 
hospital  industry.  Performance  of  the 
wrong  surgery  is  not  a  reasonable  and 
necessary  treatment  for  the  Medicare 
beneficiary,  and  these  claims  will  be 
rejected.  To  cause  the  Medicare 
contractor  (the  fiscal  intermediary  or  the 
A/B  MAC)  to'  return  the  claim  to  the 
provider,  have  the  provider  correct  the 
sequencing  of  the  codes  on  the  claim 
and  return  it.  to  the  contractor,  only  to 
ultimately  have  the  claim  be  rejected, 
add  steps  to  a  process  that  results  in  the 
same  outcome. 


Comment:  One  commenter  suggested 
that  updated  coding  guidance  should  . 
address  the  definition  of  operation/ 
procedure,  and  [define]  what  constitutes 
a  wrong  procedure  for  consistent 
assignment  [of  the  codes]  to  coincide 
with  industry  definitions. 

Response:  We  take  this  opportunity  to 
point  out  that  the  definition  of  an 
operation  or  procedure  is  a  longstanding 
description,  dating  from  the  Uniform 
Hospital  Discharge  Data  Set 
promulgated  by  the  Secretary  of  the  U.S. 
Department  of  Health,  Education,  and 
Welfare  in  1974.  In  addition,  with 
regard  to  the  suggestion  that  there  need 
to  be  guidelines  regarding  the 
performance  of  a  wrong  surgery  in  any 
of  the  three  cases  described  by  these 
codes,  we  believe  that  any  of  these  three 
scenarios  are  so  flagrant  that  the  average 
individual  could  determine  that  a  wrong 
surgery  had  taken  place.  Therefore,  we 
do  not  believe  we  should  wait  for  a 
determination  by  the  industry  of  what 
constitutes  the  definition  of  a  wrong 
surgery. 

Comment:  One  commenter  urged 
CMS  to  tvork  closely  with  the  other 
Cooperating  Parties  for  ICD-9-CM  to 
provide  guidance  for  coding,  reporting, 
and  sequencing  of  codes  E876.5  through 
E876.7.  Several  commenters  suggested 
that  CMS  begin  processing  all  of  the 
reported  diagnosis  and  procedure  codes. 

Response:  We  acknowledge  the 
current  CMS  system  limitations  that 
allow  us  to  process  only  the  first  nine 
diagnosis  codes  and  six  procedure  codes 
reported  on  the  hospital  bills  and  that 
do  not  allow  us  to  process  codes  from 
the  external  cause  of  injury  field  when 
making  an  MS-DRG  assignment.  We 
have  discussed  these  internal  CMS 
system  limitations  in  previous  rules.  In 
anticipation  of  the  implementation  of 
ICD-10  on  October  1,  2013,  CMS  is 
undertaking  extensive  efforts  to  update 
its  systems.  These  system  updates 
include  plans  to  begin  processing  up  to 
25  diagnosis  codes  and  25  procedure 
codes  as  well  as  the  ability  to  process 
codes  reported  in  the  external  cause  of 
injury  field.  With  these  system  updates, 
we  believe  the  concerns  expressed  by 
commenters  concerning  CMS’  limited 
processing  of  reported  codes  will  be 
resolved.  In  the  meantime,  hospitals 
should  continue  their  current  and 
longstanding  practice  of  reporting  the 
ICD-9-CM  diagnosis  and  procedure 
codes  which  affect  the  MS-DRG 
assignment  among  the  first  nine 
diagnosis  and  first  six  procedure  coding 
fields. 

As  stated  below,  CMS  will  implement 
a  wrong  surgery  (Wrong  Procedure 
Performed)  coverage  edit  in  the  MCE  on 
October  1,  2009,  that  will  lead  to  any 
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claim  with  a  wrong  surgery  E-code 
triggering  this  edit  to  be  rejected. 

Should  hospitals  perform  any  of  the 
three  wrong  surgeries  and  submit  claims 
on  which  the  E-code  is  omitted  or  is 
listed  in  a  field  that  we  do  not  currently 
process  for  the  MS-DRG  assignment 
(the  code  is  not  reported  among  the  first 
nine  diagnosis  codes  or  the  code  is 
reported  in  the  External  Cause  of  Injury 
field),  the  case  may  be  subject  to 
retrospective  review  by  the  Recovery 
Audit  Contractor  (RAC)  and  then 
subsequently  denied.  Patterns  of 
apparent  coding  abuse  may  be  referred 
to  the  Office  of  Inspector  General  for 
HHS  for  additional  investigation. 

We  also  have  referred  this  new  Wrong 
Procedure  Performed  national  coverage 
decision  to  the  Cooperating  Parties  for 
ICD-9-CM  who  update  and  maintain 
the  Official  ICD-9-CM  Coding 
#  Guidelines.  These  guidelines  are  a 
national  HIPAA  standard.  The 
guidelines  are  being  updated  effective 
October  1,  2009,  to  recognize  the  fact 
that  CMS  requires  the  reporting  of  E- 
codes  as  part  of  its  wrong  procedure 
performed  national  coverage  decision. 
The  fourth  quarter  issue  of  Coding 
Clinic  for  1CD-9-CM  will  also  include 
information  on  the  new  wrong  surgery 
codes  as  well  as  the  updated  Coding 
Guidelines.  We  believe  the  clarity 
provided  by  the  national  coverage 
decisions,  the  MCE  edits,  the  updated 
Official  1CD-9-CM  Coding  Guidelines, 
and  the  Fourth  Quarter  Coding  Clinic 
article  on  the  new  wrong  surgery  codes 
should  make  clear  how  the  codes  are  to 
be  used  and  reported. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  change  the 
MCE  so  the  E-codes  E876.5  through 
E876.7,  whether  they  Eire  in  the 
principal  or  secondary  diagnosis 
position,  will  trigger  the  “Wrong 
Procedure  Performed”  edit.  Therefore, 
any  claim  with  this  edit  will  be  rejected, 
-  effective  October  1,  2009. 

f.  Procedures  Allowed  for  Females  Only 
Edit 

It  has  come  to  our  attention  that  code 
75.37  (Amnioinfusion)  and  code  75.38 
(Fetal  pulse  oximetry)  were 
inadvertently  omitted  from  the  MCE 
edit  “Procedures  Allowed  for  Females 
Only.”  In  order  to  correct  this  omission, 
in  the  FY  2010  IPPS/RY  2010  LTCH 
proposed  rule  (74  FR  24110  through 
24111),  we  proposed  to  add  codes  75.37 
and  75.38  to  the  edit  for  procedures 
allowed  for  females  only. 

We  did  not  receive  any  public 
comments  on  our  proposal.  Therefore, 
for  FY  2010,  we  are  adding  codes  75- 


37  and  75.38  to  the  Procedures  Allowed 
for  Females  Only  edit. 

4.  Surgical  Hierarchies 

Some  inpatient  stays  entail  multiple 
surgical  procedures,  each  one  of  which, 
occurring  by  itself,  could  result  in 
assignment  of  the  case  to  a  different 
MS-DRG  within  the  MDC  to  which  the 
principal  diagnosis  is  assigned. 

Therefore,  it  is  necessary  to  have  a 
decision  rule  within  the  GROUPER  by 
which  these  cases  are  assigned  to  a 
single  MS-DRG.  The  surgical  hierarchy, 
an  ordering  of  surgical  classes  from 
most  resource-intensive  to  least 
resource-intensive,  performs  that 
function.  Application  of  this  hierarchy 
ensures  that  cases  involving  multiple 
surgical  procedures  are  assigned  to  the 
MS-DRG  associated  with  the  most 
resource-intensive  surgical  class. 

Because  the  relative  resource  intensity 
of  surgical  classes  can  shift  as  a  function 
of  MS-DRG  reclassification  and 
recalibrations,  we  reviewed  the  surgical 
hierarchy  of  each  MDC,  as  we  have  lor 
previous  reclassifications  and 
recalibrations,  to  determine  if  the 
ordering  of  classes  coincides  with  the 
intensity  of  resource  utilization, 

A  surgical  class  can  be  composed  of 
one  or  more  MS-DRGs.  For  example,  in 
MDC  11,  the  surgical  class  “kidney 
transplant”  consists  of  a  single  MS-DRG 
(MS-DRG  652)  and  the  class  “major 
bladder  procedures”  consists  of  three 
MS-DRGs  (MS-DRGs  653,  654,  and 
655).  Consequently,  in  many  cases,  the 
surgical  hierarchy  has  an  impact  on 
more  than  one  MS-DRG.  The 
methodology  for  determining  the  most 
resource-intensive  surgical  class 
involves  weighting  the  average 
resources  for  each  MS-DRG  by 
frequency  to  determine  the  weighted 
average  resources  for  each  surgical  class. 
For  example,  assume  surgical  class  A 
includes  MS-DRGs  1  and  2  and  surgical 
class  B  includes  MS-DRGs  3,  4,  and  5. 
Assume  also  that  the  average  costs  of 
MS-DRG  1  is  higher  than  that  of  MS- 
DRG  3,  but  the  average  costs  of  MS- 
DRGs  4  and  5  are  higher  than  the 
average  costs  of  MS-DRG  2.  To 
determine  whether  surgical  class  A 
should  be  higher  or  lower  than  surgical 
class  B  in  the  surgical  hierarchy,  we 
would  weight  the  average  costs  of  each 
MS-DRG  in  the  class  by  frequency  (that 
is,  by  the  number  of  cases  in  the  MS- 
DRG)  to  determine  average  resource 
consumption  for  the  surgical  class.  The 
surgical  classes  would  then  be  ordered 
from  the  class  with  thfe  highest  average 
resource  utilization  to  that  with  the 
lowest,  with  the  exception  of  “other 
O.R.  procedures”  as  discussed  below. 


This  methodology  may  occasionally 
result  in, assignment  of  a  case  involving 
multiple  procedures  to  the  lower- 
weighted  MS-DRG  (in  the  highest,  most 
resource-intensive  surgical  class)  of  the 
available  alternatives.  However,  given 
that  the  logic  underlying  the  surgical 
hierarchy  provides  that  the  GROUPER 
search  for  the  procedure  in  the  most 
resource-intensive  surgical  class,  in 
cases  involving  multiple  procedures, 
this  result  is  sometimes  unavoidable. 

We  note  that,  notwithstanding  the 
foregoing  discussion,  there  are  a  few 
instances  when  a  surgical  class  with  a 
lower  average  cost  is  ordered  above  a 
surgical  class  with  a  higher  average  cost. 
For  example,  the  “other  O.R. 
procedures”  surgical  class  is  uniformly 
ordered  last  in  the  surgical  hierarchy  of 
each  MDC  in  which  it  occurs,  regardless 
of  the  fact  that  the  average  costs  for  the 
MS-DRG  or  MS-DRGs  in  that  surgical 
class  may  be  higher  than  those  for  other 
surgical  classes  in  the  MDC.  The  “other 
O.R.  procedures”  class  Is  a  group  of 
procedures  that  'ai*e  only  infrequently 
related  to  the  diagnbses  in  the  MDC,  but 
are  still  occasionally  performed  on 
patients  in  the  MDC  with  these 
diagnoses.  Therefore,  assignment  to 
these  surgical  classes  should  only  occur 
if  no  other  surgical  class  more  closely 
related  to  the  diagnoses  in  the  MDC  is 
appropriate. 

A  second  example  occurs  when  the 
difference  between  the  average  costs  for 
two  surgical  classes  is  very  small.  We 
have  found  that  small  differences 
generally  do  not  warrant  reordering  of 
the  hierarchy  because,  as  a  result  of 
reassigning  cases  on  the  basis  of  the 
hierarchy  change,  the  average  costs  are 
likely  to  shift  such  that  the  higher- 
ordered  surgical  class  has  a  lower 
average  costs  than  the  class  ordered 
below  it. 

For  FY  2010,  we  did  not  propose  any 
revisions  to  the  surgical  hierarchy. 

•  We  did  not  receive  any  public 
comments  on  our  proposal  not  to  make 
any  revisions  to  the  surgical  hierarchy 
and,  therefore,  are  finalizing  our 
proposed  decision  in  this  final  rule. 

5.  Complications  or  Comorbidity  (CC) 
Exclusions  List 

a.  Background 

As  indicated  earlier  in  the  preamble 
of  this  final  rule,  under  the  IPPS  DRG 
classification  system,  we  have 
developed  a  standard  list  of  diagnoses 
that  are  considered  CCs.  Historically,  we 
developed  this  list  using  physician 
panels  that  classified  each  diagnosis 
code  based  on  whether  the  diagnosis, 
when  present  as  a  secondary  condition, 
would  be  considered  a  substantial 
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complication  or  comorbidity.  A 
substantial  complication  or  comorbidity 
was  defined  as  a  condition  that,  because 
of  its  presence  with  a  specific  principal 
diagnosis,  would  cause  an  increase  in 
the  length  of  stay  by  at  least  1  day  in 
at  least  75  percent  of  the  patients.  We 
refer  readers  to  section  II.D.2.  and  3.  of 
the  preamble  of  the  FY  2008  fPPS  final 
rule  with  comment  period  for  a 
discussion  of  the  refinement  of  CCs  in 
relation  to  the  MS-DRGs  we  adopted  for 
FY  2008  (72  FR  47121  through  47152). 

b.  CC  Exclusions  List  for  FY  2010 

In  the  September  1, 1987  final  notice 
(52  FR  33143)  concerning  changes  to  the 
DRG  classification  system,  we  modified 
the  GROUPER  logic  so  that  certain 
diagnoses  included  on  the  standard  list 
of  CCs  would  not  be  considered  valid 
CCs  in  combination  with  a  particular 
principal  diagnosis.  We  created  the  CC 
Exclusions  List  for  the  following 
reasons:  (1)  To  preclude  coding  of  CCs 
for  closely  related  conditions;  (2)  to 
preclude  duplicative  or  inconsistent 
coding  from  being  treated  as  CCs;  and 
(3)  to  ensure  that  cases  are  appropriately 
classified  between  the  complicated  and 
uncomplicated  DRGs  in  a  pair.  As  we 
indicated  above,  we  developed  a  list  of 
diagnoses,  using  physician  panels,  to 
include  those  diagnoses  that,  when 
present  as  a  secondary  condition,  would 
be  considered  a  substantial 
complication  or  comorbidity.  In 
previous  years,  we  have  made  changes 
to  the  list  of  CCs,  either  by  adding  new 
CCs  or  deleting  CCs  already  on  the  list. 

In  the  May  19, 1987  proposed  notice 
(52  FR  18877)  and  the  September  1, 

1987  final  notice  (52  FR  33154),  we 
explained  that  the  excluded  secondary 
diagnoses  were  established  using  the 
following  five  principles: 

•  Chronic  and  acute  manifestations  of 
the  same  condition  should  not  be 
considered  CCs  for  one  another. 

•  Specific  and  nonspecific  (that  is, 
not  otherwise  specified  (NOS)) 
diagnosis  codes  for  the  same  condition 
should  not  be  considered  CCs  for  one 
another. 

•  Codes  for  the  same  condition  that 
cannot  coexist,  such  as  partial/total, 
unilateral/bilateral,  obstructed/ 
unobstructed,  and  benign/malignant, 
should  not  be  considered  CCs  for  one 
another. 

•  Codes  for  the  same  condition  in 
anatomically  proximal  sites  should  not 
be  considered  CCs  for  one  another. 

•  Closely  related  conditions  should 
not  be  considered  CCs  for  one  another. 

The  creation  of  the  CC  Exclusions  List 
was  a  major  project  involving  hundreds 
of  codes.  We  have  continued  to  review 
the  remaining  CCs  to  identify  additional 


exclusions  and  to  remove  diagnoses 
from  the  master  list  that  have  been 
shown  not  to  meet  the  definition  of  a 
CC.2 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24111 
through  24112),  we  proposed  to  make 
limited  revisions  to  the  CC  Exclusions 
List  for  FY  2010  to  take  into  account  the 
changes  made  in  the  ICD-9-CM 
diagnosis  coding  system  effective 
October  1,  2009.  (We  refer  readers  to 
section  II.G.7.  of  the  preamble  of  this 
final  rule  for  a  discussion  of  ICD-9-CM 
changes.)  We  proposed  to  make  these 
changes  in  accordance  with  the 
principles  established  when  we  created 
the  CC  Exclusions  List  in  1987.  In 
addition,  we  indicated  on  the  CC 
Exclusions  List  some  changes  as  a  result 
of  updates  to  the  ICD-9-CM  codes  to 
reflect  the  exclusion  of  codes  from  being 
MCCs  under  the  MS-DRG  system  that 
we  adopted  in  FY  2008. ' 

Comment:  One  comment  asked  CMS 
if  it  would  be  reasonable  to  consider 
modifying  future  GROUPER  logic  so 
that  patients  with  multiple  secondary 
diagnoses  classified  as  CCs  would  be 
assigned  to  the  MCC  level.  In  other 
words,  the  commenter  stated,  multiple 
CCs  would  be  considered  the  same  as 
having  an  MCC. 

Response:  We  believe  this  comment  is 
outside  the  scope  of  the  proposed  rule 
because  we  did  not  propose  significant 
revisions  to  the  MS-DRGs.  Moreover,  as 
discussed  earlier,  we  made  significant 
refinements  to  the  inpatient  payment 


2  See  the  FY  1989  final  rule  (53  FR  38485, 
September  30, 1988),  for  the  revision  made  for  the 
discharges  occurring  in  FY  1989;  the  FY  1990  final 
rule  (54  FR  36552,  September  1, 1989),  for  the  FY 
1990  revision;  the  FY  1991  final  rule  (55  FR  36126, 
September  4, 1990),  for  the  FY  1991  revision;  the 
FY  1992  final  rule  (56  FR  43209,  August  30,  1991) 
for  the  FY  1992  revision;  the  FY  1993  final  rule  (57 
FR  39753,  September  1, 1992),  for  the  FY  1993 
revision;  the  FY  1994  final  rule  (58  FR  46278, 
September  1, 1993),  for  the  FY  1994  revisions;  the 
FY  1995  final  rule  (59  FR  45334,  September  1, 
1994),  for  the  FY  1995  revisions;  the  FY  1996  final 
rule  (60  FR  45782,  September  1, 1995),  for  the  FY 
1996  revisions;  the  FY  1997  final  rule  (61  FR  46171, 
August  30, 1996),  for  the  FY  1997  revisions;  the  FY 
1998  final  rule  (62  FR  45966,  August  29, 1997)  for 
the  FY  1998  revisions;  the  FY  1999  final  rule  (63 
FR  40954,  July  31, 1998),  for  the  FY  1999  revisions; 
the  FY  2001  final  rule  (65  FR  47064,  August  1, 
2000),  for  the  FY  2001  revisions;  the  FY  2002  final 
rule  (66  FR  39851,  August  1,  2001),  for  the  FY  2002 
revisions;  the  FY  2003  final  rule  (67  FR  49998, 
August  1,  2002),  for  the  FY  2003  revisions;  the  FY 
2004  final  rule  (68  FR  45364,  August  1,  2003),  for 
the  FY  2004  revisions;  the  FY  2005  final  rule  (69 
FR  49848,  August  11,  2004),  for  the  FY  2005 
revisions;  the  FY  2006  final  rule  (70  FR  47640, 
August  12,  2005),  for  the  FY  2006  revisions;  the  FY 
2007  final  rule  (71  FR  47870)  for  the  FY  2007 
revisions;  the  FY  2008  final  rule  (72  FR  47130)  for 
the  FY  2008  revisions,  and  the  FY  2009  final  rule 
(73  FR  48510).  In  the  FY  2000  final  rule  (64  FR 
41490,  July  30,  1999,  we  did  not  modify  the  CC 
Exclusions  List  because  we  did  not  make  any 
changes  to  the  ICB-9-CM  codes  for  FY  2000. 


system  when  we  implemented  the  MS- 
DRG  system  in  FY  2008.  We  refer 
readers  to  section  II.D.  of  the  FY  2008 
IPPS  final  rule  with  comment  period  for 
a  full  discussion  of  how  the  MS-DRG 
system  was  established  based  on 
severity  levels  of  illness  (72  FR  47141). 

As  we  noted  earlier,  we  received  a 
number  of  comments  recognizing  the 
recent  major  changes  to  the  MS-DRGs. 
The  commenters  stated  that,  given  these 
recent  major  changes,  it  is  appropriate 
for  CMS  to  make  only  a  limited  number 
of  MS-DRG  classification  changes  for 
FY  2010.  We  believe  that  reclassifying  a 
case  with  two  or  more  CCs  as  an  MCC 
would  have  a  major  impact  on  the  MS- 
DRG  system  because  51  percent  of  the 
cases  in  the  MedPAR  file  have  more 
than  one  CC  (5,980,824  of  11,801,371 
cases  in  FY  2008).  Therefore,  we  have 
decided  not  to  modify  the  GROUPER 
logic  to  classify  a  case  with  multiple 
CCs  as  an  MCC  for  FY  2010. 

Comment:  Several  commenters 
recommended  that  CMS  consider 
making  further  adjustments  to  the  MS- 
DRG  assignments  based  on  obesity.  The 
commenters  stated  that  higher  Body 
Mass  Index  (BMI)  ratings  add  to  the 
complexity  of  care  for  patients,  such  as 
those  patients  undergoing  orthopedic- 
procedures.  The  commenters 
recommended  the  following  changes  to 
the  list  of  MCCs  and  CCs. 

One  commenter  recommended  that 
CMS  add  the  following  codes  to  the  CC 
list.  Another  commenter  recommended 
that  CMS  add  these  same  codes  to  the 
MCC  list. 

•  731.3  (Major  osseous  defects) 

•  V85.35  (Body  mass  index  35.0-35.9, 
adult) 

•  V85.36  (Body  mass  index  36.0-36.9, 
adult) 

•  V85.37  (Body  mass  index  37.0-37.9, 
adult) 

Both  commenters  recommended  that 
CMS  add  the  following  codes  to  the 
MCC  list: 

•  V85.38  (Body  mass  index  38.0-38.9, 
adult) 

•  V85.39  (Body  mass  index  39.0-39.9, 
adult) 

•  V85.40  (Body  mass  index  40  and  over, 
adult) 

Response:  We  believe  this  comment  is 
outside  the  scope  of  the  specific 
proposal  in  the  proposed  rule  because 
we  did  not  propose  significant  revisions 
to  the  MS-DRGs.  In  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24091),  we  stated  that  we  were 
encouraging  individuals  with  comments 
about  MS-DRG  classifications  to  submit 
these  comments  no  later  than  early  " 
December  of  each  year  so  they  can  be 
carefully  considered  for  possible 
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inclusion  in  the  annual  proposed  rule discharges  occurring  oii'or  after  October  through  the  Internet  on  the  CMS  Web 
and,  if  included,  may  be  subjected  to  1,  2009,  are  not  being  published  in  this  site  at:  http://www.cms.hhs.gov/ 

public  review  and  comment.  Therefore,  final  rule  because  of  the  length  of  the  ’  AcutelnpatientPPS.  Beginning  with 

we  are  not  adding  these  codes  to  the  two  tables.  Instead,  we  are  making  them  discharges  on  or  after  October  1,  2009, 

MCC  list  or  the  CC  list  for  FY  2010.  We  available  through  the  Internet  on  the  the  indented  diagnoses  will  not  be 

may  consider  their  appropriateness  for  CMS  Web  site  at:  http://  recognized  by  the  GROUPER  as  valid 

inclusion  in  next  year’s  annual  IPPS  www.cms.hhs.gov/AcutelnpatientPPS.  CCs  for  the  asterisked  principal 

proposed  rule.  Each  of  these  principal  diagnoses  for  diagnosis. 

After  consideration  of  the  public  which  there  is  a  CC  exclusion  is  shown  To  assist  readers  in  identifying  the 

comments  received,  we  are  adopting  the  in  Tables  6G  and  6H  with  an  asterisk,  changes  to  the  MCC  and  CC  lists  that 

proposed  limited  revisions  to  the  CC  and  the  conditions  that  will  not  count  occurred  as  a  result  of  updates  to  the 

Exclusion  List  as  final  for  FY  2010  as  a  CC,  are  provided  in  an  indented  ICD-9-CM  codes,  as  described  in  Tables 

without  change.  column  immediately  following  the  6A,  6C,  and  6E  of  the  Addendum  to  this 

Tables  6G  and  6H,  Additions  to  and  affected  principal  diagnosis.  final  rule,  we  are  providing  the 

Deletions  from  the  CC  Exclusion  List,  A  complete  updated  MCC,  CC,  and  following  summaries  of  those  MCC  and 

respectively,  which  are  effective  for  Non-CC  Exclusions  List  is  also  available  CC  changes. 

Summary  of  Additions  to  the  MS-DRG  MCC  List— Table  61.1 


Code  i  Description 


277.88  .  Tumor  lysis  syndrome. 

670.22  .  Puerperal  sepsis,  delivered,  with  mention  of  postpartum  complication. 

670.24  . . . .  Puerperal  sepsis,  postpartum  condition  or  complication. 

670.32  .  Puerperal  septic  thrombophlebitis,  delivered,  with  mention  of  postpartum  complication. 

670.34  .  Puerperal  septic  thrombophlebitis,  postpartum  condition  or  complication. 

670.80  .  Other  major  puerperal  infection,  unspecified  as  to  episode  of  care  or  not  applicable. 

670.82  . .  Other  major  puerperal  infection,  delivered,  with  mention  of  postpartum  complication. 

670.84  .  Other  major  puerperal  infection,  postpartum  condition  or  complication. 

756.72  .  Omphalocele. 

756.73  .  Gastroschisis.  M  mi 

768.73  .  Severe  hypoxic-ischemic  encephalopathy.  .>  •'*£' 

779.32  .  Bilious  vomiting  in  newborn.  I 


Summary  of  Deletions  From  the  MS-DRG  MCC  List— Table  61.2 


Code  i  Description 


768.7  . . . I  Hypoxic-ischemic  encephalopathy  (HIE). 


Summary  of  Additions  to  the  MS-DRG  CC  List— Table  6J.1 


Code  I  Description 


209.71  . . .  Secondary  neuroendocrine  tumor  of  distant  lymph  nodes. 

209.72  .  Secondary  neuroendocrine  tumor  of  liver. 

209.73  . .  Secondary  neuroendocrine  tumor  of  bone. 

209.74  .  Secondary  neuroendocrine  tumor  of  peritoneum. 

209.79  . , .  Secondary  neuroendocrine  tumor  of  other  sites. 

41 6.2  .  Chronic  pulmonary  embolism. 

453.50  .  Chronic  venous  embolism  and  thrombosis  of  unspecified  deep  vessels  of  lower  extremity. 

453.51  .  Chronic  venous  embolism  and  thrombosis  of  deep  vessels  of  proximal  lower  extremity. 

453.52  .  Chronic  venous  embolism  and  thrombosis  of  deep  vessels  of  distal  lower  extremity. 

453.6  . : .  Venous  embolism  and  thrombosis  of  superficial  vessels  of  lower  extremity. 

453.71  .  Chronic  venous  embolism  and  thrombosis  of  superficial  veins  of  upper  extremity. 

453.72  .  Chronic  venous  embolism  and  thrombosis  of  deep  veins  of  upper  extremity. 

453.73  .  Chronic  venous  embolism  and  thrombosis  of  upper  extremity,  unspecified. 

453.74  .  Chronic  venous  embolism  and  thrombosis  of  axillary  veins. 

453.75  . .  Chronic  venous  embolism  and  thrombosis  of  subclavian  veins. 

453.76  .  Chronic  venous  embolism  and  thrombosis  of  internal  jugular  veins. 

453.77  . .  Chronic  venous  embolism  and  thrombosis  of  other  thoracic  veins. 

453.79  .  Chronic  venous  embolism  and  thrombosis  of  other  specified  veins. 

453.81  .  Acute  venous  embolism  and  thrombosis  of  superficial  veins  of  upper  extremity. 

453.82  . .  Acute  venous  embolism  and  thrombosis  of  deep  veins  of  upper  extremity. 

453.83  .  Acute  venous  embolism  and  thrombosis  of  upper  extremity,  unspecified. 

453.84  . .  Acute  venous  embolism  and  thrombosis  of  axillary  veins. 

453.85  .  Acute  venous  embolism  and  thrombosis  of  subclavian  veins. 

453.86  .  Acute  venous  embolism  and  thrombosis  of  internal  jugular  veins. 

453.87  . •. .  Acute  venous  embolism  and  thrombosis  of  other  thoracic  veins. 

453.89  . , .  Acute  venous  embolism  and  thrombosis  of  other  specified  veins. 

569.71  .  Pouchitis. 

569.79  .  Other  complications  of  intestinal  pouch. 

670.10  .  Puerperal  endometritis,  unspecified  as  to  episode  of  care  or  not  applicable. 
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Summary  of  Additions  to  the  MS-DRG  CC  List— Table  6J.1— Continued 


Code  •  Description 


670.12  . . .  Puerperal  endometritis,  delivered,  with  mention  of  postpartum  complication. 

670.14  . : .  Puerperal  endometritis,  postpartum  condition  or  complication. 

670.20  .  Puerperal  sepsis,  unspecified  as  to  episode  of  care  or  not  applicable. 

670.30  .  Puerperal  septic  thrombophlebitis,  unspecified  as  to  episode  of  care  or  not  applicable. 

768.70  .  Hypoxic-ischemic  encephalopathy,  unspecified. 

768.71  .  Mild  hypoxic-ischemic  encephalopathy. 

768.72  .  Moderate  hypoxic-ischemic  encephalopathy. 

813.46  .  Torus  fracture  of  ulna  (alone). 

813.47  .  Torus  fracture  of  radius  and  ulna. 


Summary  of  Deletions  From  the  MS-DRG  CC  List— Table  6J.2 

Code 

'  Description 

453.8  . 

Other  venous  embolism  and  thrombosis  of  other  specified  veins. 

These  summary  lists  are  the  same  as 
those  lists  included  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24111  through  24112). 

Comment:  One  commenter  supported 
the  CC  designations  for  new  codes 
813.46  (Torus  fracture  of  ulna  (alone)) 
and  813.47  (Torus  fracture,  of  radius  and 
ulna). 

Response:  We  appreciate  the 
commenter’s  support. 

Alternatively,  the  complete 
documentation  of  the  GROUPER  logic, 
including  the  current  CC  Exclusions 
List,  is  available  from  3M/Health 
Information  Systems  (HIS),  which, 
under  contract  with  CMS,  is  responsible 
for  updating  and  maintaining  the 
GROUPER  program.  The  current  MS- 
DRG  Definitions  Manual,  Version  26.0, 
is  available  for  $250.00,  which  includes 
shipping  and  handling.  Version  26.0  of 
the  manual  is  also  available  on  a  CD  for 
$200.00;  a  combination  hard  copy  and 
CD  is  available  for  $400.00.  Version  27.0 
of  this  manual,  which  will  include  the 
final  FY  2010  MS-DRG  changes,  will  be 
available  in  CD  only  for  $225.00.  These 
manuals  may  be  obtained  by  writing 
3M/HIS  at  the  following  address:  100 
Barnes  Road,  Wallingford,  CT  06492;  or 
by  calling  (203)  949-0303,  or  by 
obtaining  an  order  form  at  the  Web  site: 
http://www.3MHIS.com.  Please  specify 
the  revision  or  revisions  requested. 

6.  Review  of  Procedure  Codes  in  MS 
DRGs  981  Through  983;  984  Through 
986;  and  987  Through  989 

Each  year,  we  review  cases  assigned 
to  former  CMS  DRG  468  (Extensive  O.R. 
Procedure  Unrelated  to  Principal 
Diagnosis),  CMS  DRG  476  (Prostatic 
O.R.  Procedure  Unrelated  to  Principal 
Diagnosis),  and  CMS  DRG  477 
(Nonextensive  O.R.  Procedure  Unrelated 
to  Principal  Diagnosis)  to  determine 
whether  it  would  be  appropriate  to 


change  the  procedures  assigned  among 
these  CMS  DRGs.  Under  the  MS-DRGs 
that  we  adopted  for  FY  2008,  CMS  DRG 
468  was  split  three  ways  and  became 
MS-DRGs  981,  982,  and  983  (Extensive 
O.R.  Procedure  Unrelated  to  Principal 
Diagnosis  with  MCC,  with  CC,  and 
without  CC/MCC).  CMS  DRG  476 
became  MS-DRGs  984,  985,  and  986 
(Prostatic  O.R.  Procedure  Unrelated  to 
Principal  Diagnosis  with  MCC,  with  CC, 
and  without  CC/MCC).  CMS  DRG  477 
became  MS-DRGs  987,  988,  and  989 
(Nonextensive  O.R.  Procedure  Unrelated 
to  Principal  Diagnosis  with  MCC,  with 
CC,  and  without  CC/MCC). 

MS-DRGs  981  through  983,  984 
through  986,  and  987  through  989 
(formerly  CMS  DRGs  468,  476,  and  477, 
respectively)  are  reserved  for  those  cases 
in  which  none  of  the  O.R.  procedures 
performed  are  related  to  the  principal 
diagnosis.  These  DRGs  are  intended  to 
capture  atypical  cases,  that  is,  those 
cases  not  occurring  with  sufficient 
frequency  to  represent  a  distinct, 
recognizable  clinical  group.  MS-DRGs 
984  through  986  (previously  CMS  DRG 
476)  are  assigned  to  those  discharges  in 
which  one  or  more  of  the  following 
prostatic  procedures  are  performed  and 
are  unrelated  to  the  principal  diagnosis: 

•  60.0,  Incision  of  prostate 

•  60.12,  Open  biopsy  of  prostate 

•  60.15,  Biopsy  of  periprostatic  tissue 

•  60.18,  Other  diagnostic  procedures 
on  prostate  and  periprostatic  tissue 

•  60.21,  Transurethral  prostatectomy 

•  60.29,  Other  transurethral 
prostatectomy 

•  60.61,  Local  excision  of  lesion  of 
prostate 

•  60.69,  Prostatectomy,  not  elsewhere 
classified 

•  60.81,  Incision  of  periprostatic 
tissue 

•  60.82,  Excision  of  periprostatic 
tissue 


•  60.93,  Repair  of  prostate 

•  60.94,  Control  of  (postoperative) 
hemorrhage  of  prostate 

•  60.95,  Transurethral  balloon 
dilation  of  the  prostatic  urethra 

•  60.96,  Transurethral  destruction  of 
prostate  tissue  by  microwave 
thermotherapy 

•  60.97,  Other  transurethral 
destruction  of  prostate  tissue  by  other 
thermotherapy 

•  60.99,  Other  operations  on  prostate 

All  remaining  O.R.  procedures  are 

assigned  to  MS-DRGs  981  through  983 
and  987  through  989,  with  MS-DRGs 
987  through  989  assigned  to  those 
discharges  in  which  the  only  procedures 
performed  are  nonextensive  procedures 
that  are  unrelated  to  the  principal 
diagnosis.3 


3  The  original  list  of  the  ICD-9-CM  procedure 
codes  for  the  procedures  we  consider  nonextensive 
procedures,  if  performed  with  an  unrelated 
principal  diagnosis,  was  published  in  Table  6C  in 
section  IV.  of  the  Addendum  to  the  FY  1989  final 
rule  (53  FR  38591).  As  part  of  the  FY  1991  final  rule 
(55  FR  36135);  the  FY  1992  final  rule  (56  FR  43212), 
the  FY  1993  final  rule  (57  FR  23625),  the  FY  1994 
final  rule  (58  FR  46279),  the  FY  1995  final  rule  (59 
FR  45336),  the  FY  1996  final  rule  (60  FR  45783). 
the  FY  1997  final  rule  (61  FR  46173),  and  the  FY 
1998  final  rule  (62  FR  45981),  we  moved  several 
other  procedures  from  DRG  468  to  DRG  477,  and 
some  procedures  from  DRG  477  to  DRG  468.  No 
procedures  were  moved  in  FY  1999,  as  noted  in  the 
final  rule  (63  FR  40962);  in  FY  2000  (64  FR  41496); 
in  FY  2001  (65  FR  47064);  or  in  FY  2002  (66  FR 
39852).  In  the  FY  2003  final  rule  (67  FR  49999)  we 
did  not  move  any  procedures  from  DRG  477. 
However,  we  did  move  procedure  codes  from  DRG 
468  and  placed  them  in  more  clinically  coherent 
DRGs.  In  the  FY  2004  final  rule  (68  FR  45365),  we 
moved  several  procedures  from  DRG  468  to  DRGs 
476  and  477  because  the  procedures  are 
nonextensive.  In  the  FY  2005  final  rule  (69  FR 
48950),  we  moved  one  procedure  from  DRG  468  to 
477.  In  addition,  we  added  several  existing 
procedures  to  DRGs  476  and  477.  In  the  FY  2006 
(70  FR  47317),  we  moved  one  procedure  from  DRG 
468  and  assigned  it  to  DRG  477.  In  FY  2007,  we 
moved  one  procedure  from  DRG  468  and  assigned 
it  to  DRGs  479,  553,  and  554.  In  FYs  2008  and  2009, 
no  procedures  were  moved,  as  noted  in  the  FY  2008 
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For  FY  2010,  we  did  not  propose  to 
change  the  procedures  assigned  among 
these  MS-DRGs.  We  did  not  receive  any 
public  comments  on  our  proposal  not  to 
change  the  procedures  assigned  among 
the  cited  MS-DRGs  and,  therefore,  are 
adopting  it  as  final  for  FY  2010  in  this 
final  rule. 

a.  Moving  Procedure  Codes  From  MS- 
DRGs  981  Through  983  or  MS-DRGs 
987  Through  989  to  MDCs 

We  annually  conduct  a  review  of 
procedures  producing  assignment  to 
MS-DRGs  981  through  983  (formerly 
CMS  DRG  468)  or  MS-DRGs  987 
through  989  (formerly  CMS  DRG  477) 
on  the  basis  of  volume,  by  procedure,  to 
see  if  it  would  be  appropriate  to  move 
procedure  codes  out  of  these  MS-DRGs 
into  one  of  the  surgical  MS-DRGs  for 
the  MDC  into  which  the  principal 
diagnosis  falls.  The  data  are  arrayed  in 
two  ways  for  comparison  purposes.  We 
look  at  a  frequency  count  of  each  major 
operative  procedure  code.  We  also 
compare  procedures  across  MDCs  by 
volume  of  procedure  codes  within  each 
MDC. 

We  identify  those  procedures 
occurring  in  conjunction  with  certain 
principal  diagnoses  with  sufficient 
frequency  to  justify  adding  them  to  one 
of  the  surgical  DRGs  for  the  MDC  in 
which  the  diagnosis  falls.  For  FY  2010, 
we  did  not  propose  to  remove  any 
procedures  from  MS-DRGs  981  through 
983  or  MS-DRGs  987  through  989.  We 
did  not  receive  any  public  comments  on 
our  proposal  and,  therefore,  are 
adopting  it  as  final  for  FY  2010  in  this 
final  rule. 

b.  Reassignment  of  Procedures  Among 
MS-DRGs  981  Through  983,  984 
Through  986,  and  987  Through  989 

We  also  annually  review  the  list  of 
ICD-9-CM  procedures  that,  when  in 
combination  with  their  principal 
diagnosis  code,  result  in  assignment  to 
MS-DRGs  981  through  983,  984  through 
986,  and  987  through  989  (formerly, 
CMS  DRGs  468,  476,  and  477, 
respectively),  to  ascertain  whether  any 
of  those  procedures  should  be 
reassigned  from  one  of  these  three  MS- 
DRGs  to  another  of  the  three  MS-DRGs 
based  on  average  charges  and  the  length 
of  stay.  We  look  at  the  data  for  trends 
such  as  shifts  in  treatment  practice  or 
reporting  practice  that  would  make  the 
resulting  MS-DRG  assignment  illogical. 
If  we  find  these  shifts,  we  would 
propose  to  move  cases  to  keep  the  MS- 
DRGs  clinically  similar  or  to  provide 
payment  for  the  cases  in  a  similar 

final  rule  with  comment  period  (72  FR  46241),  and 
in  the  FY  2009  final  rule  (73  FR  48513). 


manner.  Generally,  we  move  only  those 
procedures  for  which  we  have  an 
adequate  number  of  discharges  to 
analyze  the  data. 

For  FY  2010,  we  did  not  propose  to 
move  any  procedure  codes  among  these 
MS-DRGs.  We  did  not  receive  any 
public  comments  on  our  proposal  and, 
therefore,  are  adopting  it  as  final  for  FY 
2010  in  this  final  rule. 

c.  Adding  Diagnosis  or  Procedure  Codes 
to  MDCs 

Based  on  our  review  this  year,  we  did 
not  propose  to  add  any  diagnosis  codes 
to  MDCs  for  FY  2010.  We  did  not 
receive  any  public  comments  on  this 
subject. 

7.  Changes  to  the  ICD-9-CM  Coding 
System 

As  described  in  section  II.B.l.  of  the 
preamble  of  this  final  rule,  the  ICD-9- 
CM  is  a  coding  system  used  for  the 
reporting  of  diagnoses  and  procedures 
performed  on  a  patient.  In  September 
1985,  the  ICD-9-CM  Coordination  and 
Maintenance  Committee  was  formed. 
This  is  a  Federal  interdepartmental 
committee,  co-chaired  by  the  National 
Center  for  Health  Statistics  (NCHS),  the 
Centers  for  Disease  Control  and 
Prevention,  and  CMS,  charged  with 
maintaining  and  updating  the  ICD-9- 
CM  system.  The  Committee  is  jointly 
responsible  for  approving  coding 
changes,  and  developing  errata, 
addenda,  and  other  modifications  to  the 
ICD-9-CM  to  reflect  newly  developed 
procedures  and  technologies  and  newly 
identified  diseases.  The  Committee  is 
also  responsible  for  promoting  the  use 
of  Federal  and  non-Federal  educational 
programs  and  other  communication 
techniques  with  a  view  toward 
standardizing  coding  applications  and 
upgrading  the  quality  of  the 
classification  system. 

The  Official  Version  of  the  ICD-9-CM 
contains  the  list  of  valid  diagnosis  and 
procedure  codes.  (The  Official  Version 
of  the  ICD-9-CM  is  available  from  the 
Government  Printing  Office  on  CD- 
ROM  for  $19.00  by  calling  (202)  512- 
1800.)  Complete  information  on 
ordering  the  CD-ROM  is  also  available 
at:  http://www.cms.hhs.gov/ 
ICD9ProviderDiagnosticCodes/ 
05_CDROM.asp#TopOfPage.  The 
Official  Version  of  the  ICD-9-CM  is  no 
longer  available  in  printed  manual  form 
from  the  Federal  Government;  it  is  only 
available  on  CD-ROM.  Users  who  need 
a  paper  version  are  referred  to  one  of  the 
many  products  available  from 
publishing  houses. 

The  NCHS  has  lead  responsibility  for 
the  ICD-9-CM  diagnosis  codes  included 
in  the  Tabular  List  and  Alphabetic 


Index  for  Diseases,  while  CMS  has  lead 
responsibility  for  the  ICD-9-CM 
procedure  codes  included  in  the 
Tabular  List  and  Alphabetic  Index  for 
Procedures. 

The  Committee  encourages 
participation  in  the  above  process  by 
health-related  organizations.  In  this 
regard,  the  Committee  holds  public 
meetings  for  discussion  of  educational 
issues  and  proposed  coding  changes. 
These  meetings  provide  an  opportunity 
for  representatives  of  recognized 
organizations  in  the  coding  field,  such 
as  the  American  Health  Information 
Management  Association  (AHIMA),  the 
American  Hospital  Association  (AHA), 
and  various  physician  specialty  groups, 
as  well  as  individual  physicians,  health 
information  management  professionals, 
and  other  members  of  the  public,  to 
contribute  ideas  on  coding  matters. 

After  considering  the  opinions 
expressed  at  the  public  meetings  and  in 
writing,  the  Committee  formulates 
recommendations,  which  then  must  be 
approved  by  the  agencies. 

The  Committee  presented  proposals 
for  coding  changes  for  implementation 
in  FY  2010  at  a  public  meeting  held  on 
September  24-25,  2008  and  finalized 
the  coding  changes  after  consideration 
of  comments  received  at  the  meetings 
and  in  writing  by  December  5,  2008. 
Those  coding  changes  are  announced  in 
Tables  6 A  through  6F  in  the  Addendum 
to  this  final  rule.  The  Committee  held 
its  2009  meeting  on  March  11-12,  2009. 
New  codes  for  which  there  was  a 
consensus  of  public  support  and  for 
which  complete  tabular  and  indexing 
changes  are  made  by  May  2009  will  be 
included  in  the  October  1,  2009  update 
to  ICD-9-CM.  Code  revisions  that  were 
discussed  at  the  March  11-12,  2009 
Committee  meeting  but  that  could  not 
be  finalized  in  time  to  include  them  in 
the  Addendum  to  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  are 
included  in  Tables  6 A  through  6F.of 
this  final  rule  and  are  marked  with  an 
asterisk  (*). 

Copies  of  the  minutes  of  the 
procedure  codes  discussions  at  the 
Committee’s  September  24-25,  2008 
meeting  and  March  11-12,  2009  meeting 
can  be  obtained  from  the  CMS  Web  site 
at:  http://cms.hhs.gov/ 
ICD9ProviderDiagnosticCodes/ 

03  meetings. asp.  The  minutes  of  the 
diagnosis  codes  discussions  at  the 
September  24-25,  2008  meeting  and 
March  11-12,  2009  meeting  are  found 
at:  http://www.cdc.gov/nchs/icd9.htm. 
Paper  copies  of  these  minutes  are  no 
longer  available  and  the  mailing  list  has 
been  discontinued.  These  Web  sites  also 
provide  detailed  information  about  the 
Committee,  including  information  on 
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requesting  a  new  code,  attending  a 
Committee  meeting,  and  timeline 
requirements  and  meeting  dates. 

We  encourage  commenters  to  address 
suggestions  on  coding  issues  involving 
diagnosis  codes  to:  Donna  Pickett,  Co- 
Chairperson,  ICD-9-CM  Coordination 
and  Maintenance  Committee,  NCHS, 
Room  2402,  3311  Toledo  Road, 
Hyattsville,  MD  20782.  Comments  may 
be  sent  by  E-mail  to:  dfp4@cdc.gov. 

Questions  and  comments  concerning 
the  procedure  codes  should  be 
addressed  to:  Patricia  E.  Brooks,  Co- 
Chairperson,  ICD-9-CM  Coordination 
and  Maintenance  Committee,  CMS, 
Center  for  Medicare  Management, 
Hospital  and  Ambulatory  Policy  Group, 
Division  of  Acute  Care,  C4-08-06,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850.  Comments  may  be  sent  by 
E-mail  to: 

patricia.brooks2@cms.hhs.gov. 

The  ICD-9-CM  code  changes  that 
have  been  approved  will  become 
effective  October  1,  2009.  The  new  ICD- 
9-CM  codes  are  listed,  along  with  their 
MS-DRG  classifications,  in  Tables  6A 
and  6B  (New  Diagnosis  Codes  and  New 
Procedure  Codes,  respectively)  in  the 
Addendum  to  this  final  rule.  As  we 
stated  above,  the  code  numbers  and 
their  titles  were  presented  for  public 
comment  at  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meetings.  Both  oral  and 
written  comments  were  considered 
before  the  codes  were  approved. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24114),  we 
solicited  comments  on  the  proposed 
classification  of  these  new  codes.  We 
did  not  receive  any  public  comments  on 
the  proposed  MS-DRG  assignments  for 
the  new  diagnosis  and  procedure  codes. 
Therefore,  in  this  final  rule,  we  are 
adopting  as  final  without  modification 
the  MS-DRG  classifications  for  the  new 
codes  for  FY  2010  that  were  included  in 
the  proposed  rule  and  the  new  codes 
that  were  discussed  at  the  spring  but 
were  not  finalized  in  time  to  be 
included  in  the  proposed  rule. 

For  codes  that  have  been  replaced  by 
new  or  expanded  codes,  the 
corresponding  new  or  expanded 
diagnosis  codes  are  included  in  Table 
6A  in  the  Addendum  to  this  final  rule. 
New  procedure  codes  are  shown  in 
Table  6B  in  the  Addendum  to  this  final 
rule.  Diagnosis  codes  that  have  been 
replaced  by  expanded  codes  or  other 
codes  or  have  been  deleted  are  in  Table 
6C  (Invalid  Diagnosis  Codes)  in  the 
Addendum  to  this  final  rule.  These 
invalid  diagnosis  codes  will  not  be 
recognized  by  the  GROUPER  beginning 
with  discharges  occurring  on  or  after 
October  1,  2009.  Table  6D  in  the 


Addendum  to  this  final  rule  contains 
invalid  procedure  codes.  These  invalid 
procedure  codes  will  not  be  recognized 
by  the  GROUPER  beginning  with 
discharges  occurring  on  or  after  October 
1,  2009.  Revisions  to  diagnosis  code 
titles  are  in  Table  6E  (Revised  Diagnosis 
Code  Titles)  in  the  Addendum  to  this 
final  rule,  which  also  includes  the  MS- 
DRG  assignments  for  these  revised 
codes.  Table  6F  in  the  Addendum  to 
this  final  rule  includes  revised 
procedure  code  titles  for  FY  2010. 

In  the  September  7,  2001  final  rule 
implementing  the  IPPS  new  technology 
add-on  payments  (66  FR  46906),  we 
indicated  we  would  attempt  to  include 
proposals  for  procedure  codes  that 
would  describe  new  technology 
discussed  and  approved  at  the  Spring 
meeting  as  part  of  the  code  revisions 
effective  the  following  October.  As 
stated  previously,  ICD-9-CM  codes 
discussed  at  the  March  11-12,  2009 
Committee  meeting  that  receive 
consensus  and  that  were  finalized  by 
May  2009  are  included  in  Tables  6A 
through  6F  in  the  Addendum  to  this 
final  rule. 

Section  503(a)  of  Public  Law  108-173 
included  a  requirement  for  updating 
ICD-9-CM  codes  twice  a  year  instead  of 
a  single  update  on  October  1  of  each 
year.  This  requirement  was  included  as 
part  of  the  amendments  to  the  Act 
relating  to  recognition  of  new 
technology  under  the  IPPS.  Section 
503(a)  amended  section  1886(d)(5)(K)  of 
the  Act  by  adding  a  clause  (vii)  which 
states  that  the  “Secretary  shall  provide 
for  the  addition  of  new  diagnosis  and 
procedure  codes  on  April  1  of  each  year, 
but  the  addition  of  such  codes  shall  not 
require  the  Secretary  to  adjust  the 
payment  (or  diagnosis-related  group 
classification)  *  *  *  until  the  fiscal  year 
that  begins  after  such  date.”  This 
requirement  improves  the  recognition  of 
new  technologies  under  the  EPPS  system 
by  providing  information  on  these  new 
technologies  at  an  earlier  date.  Data  will 
be  available  6  months  earlier  than 
would  be  possible  with  updates 
occurring  only  once  a  year  on  October 
1. 

While  section  1886(d)(5)(K)(vii)  of  the 
Act  states  that  the  addition  of  new 
diagnosis  and  procedure  codes  on  April 
1  of  each  year  shall  not  require  the 
Secretary  to  adjust  the  payment,  or  DRG 
classification,  under  section  1886(d)  of 
the  Act  until  the  fiscal  year  that  begins 
after  such  date,  we  have  to  update  the 
DRG  software  and  other  systems  in 
order  to  recognize  and  accept  the  new 
codes.  We  also  publicize  the  code 
changes  and  the  need  for  a  mid-year 
systems  update  by  providers  to  identify 
the  new  codes.  Hospitals  also  have  to 


obtain  the  new  code  books  and  encoder 
updates,  and  make  other  system  changes 
in  order  to  identify  and  report  the  new 
codes. 

The  ICD-9-CM  Coordination  and 
Maintenance  Committee  holds  its 
meetings  in  the  spring  and  fall  in  order 
to  update  the  codes  and  the  applicable 
payment  and  reporting  systems  by 
October  1  of  each  year.  Items  are  placed 
on  the  agenda  for  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meeting  if  the  request  is 
received  at  least  2  months  prior  to  the 
meeting.  This  requirement  allows  time 
for  staff  to  review  and  research  the 
coding  issues  and  prepare  material  for 
discussion  at  the  meeting.  It  also  allows 
time  for  the  topic  to  be  publicized  in 
meeting  announcements  in  the  Federal 
Register  as  well  as  on  the  CMS  Web  site. 
The  public  decides  whether  or  not  to 
attend  the  meeting  based  on  the  topics 
listed  on  the  agenda.  Final  decisions  on 
code  title  revisions  are  currently  made 
by  March  1  so  that  these  titles  can  be 
included  in  the  IPPS  proposed  rule.  A 
complete  addendum  describing  details 
of  all  changes  to  ICD-9-CM,  both 
tabular  and  index,  is  published  on  the 
CMS  and  NCHS  Web  sites  in  May  of 
each  year.  Publishers  of  coding  books 
and  software  use  this  information  to 
modify  their  products  that  are  used  by 
health  care  providers.  This  5-month 
time  period  has  proved  to  be  necessary 
for  hospitals  and  other  providers  to 
update  their  systems. 

A  discussion  of  this  timeline  and  the 
need  for  changes  are  included  in  the 
December  4-5,  2005  ICD-9-CM 
Coordination  and  Maintenance 
Committee  minutes.  The  public  agreed 
that  there  was  a  need  to  hold  the  fall 
meetings  earlier,  in  September  or 
October,  in  order  to  meet  the  new 
implementation  dates.  The  public 
provided  comment  that  additional  time 
would  be  needed  to  update  hospital 
systems  and  obtain  new  code  books  and 
coding  software.  There  was  considerable 
concern  expressed  about  the  impact  this 
new  April  update  would  have  on 
providers. 

In  the  FY  2005  IPPS  final  rule,  we 
implemented  section  1886(d)(5)(Kj(vii) 
of  the  Act,  as  added  by  section  503(a) 
of  Public  Law  108-173,  by  developing  a 
mechanism  for  approving,  in  time  for 
the  April  update,  diagnosis  and 
procedure  code  revisions  needed  to 
describe  new  technologies  and  medical 
services  for  purposes  of  the  new 
technology  add-on  payment  process.  We 
also  established  the  following  process 
for  making  these  determinations.  Topics 
considered  during  the  Fall  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meeting  are  considered  for 
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an  April  1  update  if  a  strong  and 
convincing  case  is  made  by  the 
requester  at  the  Committee’s  public 
meeting.  The  request  must  identify  the 
reason  why  a  new  code  is  needed  in 
April  for  purposes  of  the  new 
technology  process.  The  participants  at 
the  meeting  and  those  reviewing  the 
Committee  meeting  summary  report  are 
provided  the  opportunity  to  comment 
on  this  expedited  request.  All  other 
topics  are  considered  for  the  October  1 
update.  Participants  at  the  Committee 
meeting  are  encouraged  to  comment  on 
all  such  requests.  There  were  no 
requests  approved  for  an  expedited 
April  1,  2009  implementation  of  an 
ICD-9-CM  code  at  the  September  24- 
25,  2008  Committee  meeting.  Therefore, 
there  were  no  new  ICD-9-CM  codes 
implemented  on  April! ,  2009. 

Current  addendum  and  code  title 
information  is  published  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
icd9ProviderDiagnosticCodes/ 

01  overview. aspttTopofP age. 

Information  on  ICD-9-CM  diagnosis 
codes,  along  with  the  Official  ICD-9- 
CM  Coding  Guidelines,  can  be  found  on 
the  Web  site  at:  http://www.cdc.gov/ 
nchsZicd9.htm.  Information  on  new, 
revised,  and  deleted  ICD-9-CM  codes  is 
also  provided  to  the  AHA  for 
publication  in  the  Coding  Clinic  for 
ICD-9-CM.  AHA  also  distributes 
information  to  publishers  and  software 
vendors. 

CMS  also  sends  copies  of  all  ICD-9- 
CM  coding  changes  to  its  Medicare 
contractors  for  use  in  updating  their 
systems  and  providing  education  to 
providers. 

These  same  means  of  disseminating 
information  on  new,  revised,  and 
deleted  ICD-9-CM  codes  will  be  used  to 
notify  providers,  publishers,  software 
vendors,  contractors,  and  others  of  any 
changes  to  the  ICD-9-CM  codes  that  are 
implemented  in  April.  The  code  titles 
are  adopted  as  part  of  the  ICD-9-CM 
Coordination  and  Maintenance 
Committee  process.  Thus,  although  we 
publish  the  code  titles  in  the  IPPS 
proposed  and  final  rules,  they  are  not 
subject  to  comment  in  the  proposed  or 
final  rules.  We  will  continue  to  publish 
the  October  code  updates  in  this  manner 
within  the  IPPS  proposed  and  final 
rules.  For  codes  that  are  implemented  ift 
April,  we  will  assign  the  new  procedure 
code  to  the  same  DRG  in  which  its 
predecessor  code  was  assigned  so  there 
will  be  no  DRG  impact  as  far  as  DRG 
assignment.  Any  midyear  coding 
updates  will  be  available  through  the 
Web  sites  indicated  above  and  through 
the  Coding  Clinic  for  ICD-9-CM. 
Publishers  and  software  vendors 
currently  obtain  code  changes  through 


these  sources  in  order  to  update  their 
code  books  and  software  systems.  We 
will  strive  to  have  the  April  1  updates 
available  through  these  Web  sites  5 
months  prior  to  implementation  (that  is, 
early  November  of  the  previous  year),  as 
is  the  case  for  the  October  1  updates. 

Comment:  A  number  of  commenters 
addressed  concerns  regarding  the 
implementation  of  ICD-10  and  the 
processing  more  than  nine  diagnosis 
and  six  procedure  codes  in  anticipation 
of  the  implementation  of  ICD-10. 

Several  commenters  recommended  that 
CMS  begin  processing  all  reported 
diagnosis  and  procedure  codes  on 
claims,  even  before  the  planned 
implementation  of  ICD-10-CM  and 
ICD-10-PCS  on  October  1,  2013.  Other 
commenters  recommended  that  CMS  be 
transparent  during  all  steps  of  ICD-10 
implementation  and  make  provisions 
for  stakeholder  comments  and  input 
during  the  transition.  One  commenter 
recommended  that  the  final  ICD-10 
version  of  MS-DRGs  be  adopted  using 
notice  and  comment  rulemaking. 

Response:  We  did  not  address  the 
planned  implementation  of  ICD-10  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  and,  therefore,  consider 
these  comments  beyond  the  scope  of  the 
proposed  rule.  Therefore,  we  will  not 
address  thorn  in  this  final  rule.  We  refer 
readers  to  the  separate  CMS  final  rule 
published  in  the  Federal  Register  that 
announced  the  implementation  of 
modifications  to  medical  data  code  set 
standards  to  adopt  ICD-10-CM  and 
ICD-10-PCS  (74  FR  3328  through  3362). 
CMS  is  currently  undergoing  extensive 
efforts  to  update  its  Medicare  payment 
systems  as  part  of  the  move  to  ICD-10. 
Part  of  these  system  efforts  will  involve 
the  expansion  of  our  ability  to  process 
more  diagnosis  and  procedure  codes. 
Information  on  ICD-10  can  be  found  on 
the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ICDlO.  The  final 
ICD-10  version  of  MS-DRGs  will  be 
adopted  under  the  formal  rulemaking 
process  as  part  of  our  annual  IPPS 
updates. 

8.  Other  Issues  Not  Addressed  in  the 
Proposed  Rule  * 

We  received  a  number  of  public 
comments  on  issues  that  were  not  the 
subject  of  proposals  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule. 

a.  Administration  of  Tissue 
Plasminogen  Activator  (tPA)  (rtPA) 

We  received  a  public  comment 
requesting  that  CMS  conduct  an 
analysis  of  diagnosis  code  V45.88 
(Status  post  administration  of  tPA  (rtPA) 
in  a  different  facility  within  the  last  24 
hours  prior  to  admission  to  current 
facility)  under  MDC  1  (Diseases  and 


Disorders  of  the  Nervous  System).  This 
code  waS  created  for  use  beginning 
October  1,  2008,  and  the  commenter 
believes  that  the  use  of  this  code  during 
FY  2009  and  FY  2010  could  potentially 
result  in  a  new  MS-DRG  or  set  of  MS- 
DRGs  in  FY  2011.  The  commenter 
believed  that  an  expedited  analysis 
would  help  show  if  the  code  is  being 
used. 

This  comment  is  outside  the  scope  of 
the  proposed  rule,  as  we  did  not' 
propose  any  MS-DRG  changes  based  on 
data  analysis  of  cases  including 
diagnosis  code  V45.88.  Therefore,  we 
will  not  undertake  an  evaluation  of  code 
V45.88  at  this  time  for  FY  2010.  As  we 
stated  in  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24091),  we 
encourage  individuals  with  comments 
about  MS-DRG -classifications  to  submit 
these  comments  no  later  than  early 
December  of  each  year  so  they  can  be 
carefully  considered  for  possible 
inclusion  in  the  annual  proposed  rule 
and,  if  included,  may  be  subjected  to 
public  review  and  comment. 

b.  Coronary  Artery  Bypass  Graft  (CABG) 
With  Intraoperative  Angiography 

We  received  a  number  of  comments 
that  recommended  creating  new  MS- 
DRGs  to  separately  identify  the  use  of 
intraoperative  angiography,  by  any 
method,  in  CABG  surgery  under  MDC  5 
(Diseases  and  Disorders  of  the 
Circulatory  System).  Intraoperative 
angiography  is  used  to  assess  bypass 
graft  patency.  The  commenters 
acknowledged  that  imaging  in  the 
operating  room  is  a  fairly  new  concept. 
However,  the  commenters  stated  that 
there  is  a  movement  to  encourage 
greater  use  of  this  technology  in 
conjunction  with  CABG  procedures  to 
identify  and  correct  any  technical  issues 
with  the  graft(s)  at  the  time  of  surgery. 
According  to  the  commenters, 
intraoperative  angiography  would 
reduce  graft  failure  complications  and 
hospital  readmissions  while  improving 
patient  care  outcomes. 

The  commenters  expressed  concern 
that  the  costs  related  to  intraoperative 
angiography  are  not  fully  realized  in  the 
current  structure  of  the  MS-DRGs.  One 
commenter  suggested  creating  four  new 
MS-DRGs  to  identify  the  use  of 
intraoperative  angiography  when 
performed  with  CABG  surgery.  The 
commenter  stated  that  in  the  current 
MS-DRG  scheme,  there  is  not  a 
mechanism  to  determine  when 
intraoperative  angiography  is 
performed.  Angiography  is  commonly 
performed  as  a  separate  procedure  in  a 
catheterization  laboratory  and  the  ICD- 
9-CM  procedure  codes  do  not 
distinguish  between  preoperative, 
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intraoperative,  and  postoperative 
angiography.  Procedure  code  88.59 
(Intraoperative  fluorescence  vascular 
angiography  (IFVA)),  is  one 
intraoperative  angiography  technique 
that  allows  visualization  of  the  coronary 
vasculature.  The  commenter  proposed 
four  new  MS-DRGs  in  addition  to  the 
existing  MS-DRGs  for  CABG  in  an 
attempt  to  differentiate  the  utilization  of 
resources  between  intraoperative 
angiography  and  IFVA  when  utilized 
with  CABG. 

Another  commenter  suggested  that 
CMS  should  consider  completely 
separating  CABG  procedures  from 
cardiac  catheterization.  This  commenter 
indicated  that  the  concept  is  “worthy  of 
serious  consideration  because  of  its 
relationship  to  much  larger  issues  in 
management  of  coronary  artery 
disease.”  Other  commenters 
recommended  that  CMS  assign  IFVA 
cases  to  the  “Other  Cardiovascular  MS- 
DRGs,”  MS-DRGs  228,  229,  and  230. 

We  believe  the  requests  to  create  new 
MS-DRGs  in  FY  2010  for  CABG  cases 
with  intraoperative  angiography  and 
IFVA  are  outside  the  scope  of  the  issues 
addressed  in  the  proposed  rule.  The 
recommendation  to  move  IFVA  cases  to 
Other  Cardiovascular  MS-DRGs  228, 

229,  and  230  is  also  out  of  scope  issues 
addressed  in  the  proposed  rule. 
Therefore,  we  are  not  providing 
responses  to  these  public  comments  in 
this  final  rule.  We  will  consider  the 
requests  for  new  MS-DRGs  regarding 
this  topic  during  the  FY  2011 
rulemaking  process. 

c.  Insertion  of  Gastrointestinal  Stent 

We  received  a  public  comment 
requesting  that  CMS  analyze  the  need  to 
create  new  MS-DRGs  in  FY  2011  to 
better  capture  patients  who  undergo  the 
insertion  of  a  gastrointestinal  stent 
under  MDC  6  (Diseases  and  Disorders  of 
the  Digestive  System).  The  stents  are 
inserted  in  the  esophagus,  duodenum, 
biliary  tract,  or  the  colon  in  order  to 
reestablish  or  maintain  patency  of  these 
vessels  to  allow  swallowing,  drainage, 
or  passage  of  waste.  The  commenter 
requested  that  the  new  MS-DRGs  be 
subdivided  into  three  severity  levels 
(with  MCC,  with  CC,  and  without  CC/ 
MCC).  The  commenter  stated  it  had  data 
that  showed  cases  with  gastrointestinal 
stent  insertions  have  higher  costs  than 
other  cases  within  the  same  MS-DRGs. 
The  commenter  also  stated  that  there  are 
a  small  number  of  these  cases,  and 
acknowledged  that  there  may  be  some 
concern  about  the  need  to  establish  new 
DRGs  for  such  a  small  number  of  cases. 

This  comment  relating  to  a  request  to 
create  new  MS-DRGs  in  FY  201 1  for 
cases  with  gastrointestinal  stents  is 


outside  the  scope  of  the  FY  2010 
proposed  rule.  We  will  consider  this 
request  alone  with  other  timely  received 
requests  for  updates  to  the  FY  2011  MS- 
DRGs  during  the  FY  2011  rulemaking 
process.  As  we  stated  above,  we 
encourage  individuals  with  comments 
about  MS-DRG  classifications  to  submit 
these  comments  no  later  than  early 
December  of  each  year  so  they  can  be 
carefully  considered  for  possible 
inclusion  in  the  annual  proposed  rule 
and,  if  included,  may  be  subjected  to 
public  review  and  comment. 

H.  Recalibration  of  MS-DRG  Weights 

In  section  II.E.  of  the  preamble  of  this 
final  rule,  we  state  that  we  fully 
implemented  the  cost-based  DRG 
relative  weights  for  FY  2009,  which  was 
the  third  year  in  the  3-year  transition 
period  to  calculate  the  relative  weights 
at  100  percent  based  on  costs.  In  the  FY 
2008  IPPS  final  rule  with  comment 
period  (72  FR  47267),  as  recommended 
by  RTI,  for  FY  2008,  we  added  two  new 
CCRs  for  a  total  of  15  CCRs:  one  for 
“Emergency  Room”  and  one  for  “Blood 
and  Blood  Products,”  both  of  which  can 
be  derived  directly  from  the  Medicare 
cost  report. 

As  we  proposed,  in  developing  the  FY 
2010  system  of  weights,  we  used  two 
data  sources:  claims  data  and  cost  report 
data.  As  in  previous  years,  the  claims 
data  source  is  the  MedPAR  file.  This  file 
is  based  on  fully  coded  diagnostic  and 
procedure  data  for  all  Medicare 
inpatient  hospital  bills.  The  FY  2008 
MedPAR  data  used  in  this  final  rule 
include  discharges  occurring  on  October 

I,  2007,  through  September  30,  2008, 
based  on  bills  received  by  CMS  through 
March  31,  2009,  from  all  hospitals 
subject  to  the  IPPS  and  short-term,  acute 
care  hospitals  in  Maryland  (which  are 
under  a  waiver  from  the  IPPS  under 
section  1814(b)(3)  of  the  Act).  The  FY 
2008  MedPAR  file  used  in  calculating 
the  relative  weights  includes  data  for 
approximately  11,283^,982  Medicare 
discharges  from  IPPS  providers. 
Discharges  for  Medicare  beneficiaries 
enrolled  in  a  Medicare  Advantage 
managed  care  plan  are  excluded  from 
this  analysis.  The  data  exclude  CAHs, 
including  hospitals  that  subsequently 
became  CAHs  after  the  period  from 
which  the  data  were  taken.  The  second 
data  source  used  in  the  cost-based 
relative  weighting  methodology  is  the 
FY  2007  Medicare  cost  report  data  files 
from  HCRIS  (that  is,  cost  reports 
beginning  on  or  after  October  1,  2006, 
and  before  October  1,  2007),  which 
represents  the  most  recent  full  set  of 
cost  report  data  available.  We  used  the 
March  31,  2009  update  of  the  HCRIS 


cost  report  files  for  FY  2007  in  setting 
the  relative  cost-based  weights. 

The  methodology  we  used  to  calculate 
the  DRG  cost-based  relative  weights 
from  the  FY  2008  MedPAR  claims  data 
and  FY  2007  Medicare  cost  report  data 
is  as  follows: 

•  To  the  extent  possible,  all  the 
claims  were  regrouped  using  the  FY 
2010  MS-DRG  classifications  discussed 
in  sections  II.  B.  and  G.  of  the  preamble 
of  this  final  rule. 

•  The  transplant  cases  that  were  used 
to  establish  the  relative  weights  for  heart 
and  heart-lung,  liver  and/or  intestinal, 
and  lung  transplants  (MS-DRGs  001, 

002,  005,  006,  and  007,  respectively) 
were  limited  to  those  Medicare- 
approved  transplant  centers  that  have 
cases  in  the  FY  2008  MedPAR  file. 
(Medicare  coverage  for  heart,  heart-lung, 
liver  and/or  intestinal,  and  lung 
transplants  is  limited  to  those  facilities 
that  have  received  approval  from  CMS 
as  transplant  centers.) 

•  Organ  acquisition  costs  for  kidney, 
heart,  heart-lung,  liver,  lung,  pancreas, 
and  intestinal  (or  multivisceral  organs) 
transplants  continue  to  be  paid  on  a 
reasonable  cost  basis.  Because  these 
acquisition  costs  are  paid  separately 
from  the  prospective  payment  rate,  it  is 
necessary  to  subtract  the  acquisition 
charges  from  the  total  charges  on  each 
transplant  bill  that  showed  acquisition 
charges  before  computing  the  average 
cost  for  each  MS-DRG  and  before 
eliminating  statistical  outliers. 

•  Claims  with  total  charges  or  total 
lengths  of  stay  less  than  or  equal  to  zero 
were  deleted.  Claims  that  had  an 
amount  in  the  total  charge  field  that 
differed  by  more  than  $10.00  from  the 
sum  of  the  routine  day  charges, 
intensive  care  charges,  pharmacy 
charges,  special  equipment  charges, 
therapy  services  charges,  operating 
room  charges,  cardiology  charges, 
laboratory  charges,  radiology  charges, 
other  service  charges,  labor  and  delivery 
charges,  inhalation  therapy  charges, 
emergency  room  charges,  blood  charges, 
and  anesthesia  charges  were  also 
deleted. 

•  At  least  95.9  percent  of  the 
providers  in  the  MedPAR  file  had 
charges  for  10  of  the  15  cost  centers. 
Claims  for  providers  that  did  not  have 
charges  greater  than  zero  for  at  least  10 
of  the  15  cost  centers  were  deleted. 

•  Statistical  outliers  were  eliminated 
by  removing  all  cases  that  were  beyond 
3.0  standard  deviations  from  the  mean 
of  the  log  distribution  of  both  the  total 
charges  per  case  and  the  total  charges 
per  day  for  each  MS-DRG. 

•  Effective  October  1,  2008,  because 
hospital  inpatient  claims  include  a  POA 
indicator  field  for  each  diagnosis 
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present  on  the 'claim,  the  POA  indicator 
field  was  reset  to  “Y”  for  “Yes”  justdor 
relative  weight-setting  purposes  for  all 
claims  that  otherwise  have  an  “N”  (No) 
or  a  “U”  (documentation  insufficient  to 
determine  if  the  condition  was  present 
at  the  time  of  inpatient  admission)  in 
the  POA  field. 

Under  current  payment  policy,  the 
presence  of  specific  HAC  codes,  as 
indicated  by  the  POA  field  values,  can 
generate  a  lower  payment  for  the  claim* 
Specifically,  if  the  particular  condition 
is  present  on  admission  (that  is,  a  “Y” 
indicator  is  associated  with  the 
diagnosis  on  the  claim),  then  it  is  not  a 
“HAC,”  and  the  hospital  is  paid  with 
the  higher  severity  (and,  therefore,  the 
higher  weighted  MS-DRG).  If  the 
particular  condition  is  not  present  on 
admission  (that  is,  an  “N”  indicator  is 
associated  with  the  diagnosis  on  the 
claim)  and  there  are  no  other 
complicating  conditions,  the  DRG 
GROUPER  assigns  the  claim  to  a  lower 
severity  (and,  therefore,  the  lower 
weighted  MS-DRG)  as  a  penalty  for 
allowing  a  Medicare  inpatient  to 
contract  a  “HAC.”  While  this  meets 
policy  goals  of  encouraging  quality  care 
and  generates  program  savings,  it 
presents  an  issue  for  the  relative  weight¬ 
setting  process.  Because  cases  identified 
as  HACs  are  likely  to  be  more  complex 
than  similar  cases  that  are  not  identified 


asHACs,  the  charges  associated  with 
HACs  are  likely  to  be  higher  as  well. 
Thus,  if  the  higher  charges  of  these  HAC 
claims  are  grouped  into  lower  severity 
MS-DRGs  prior  to  the  relative  weight¬ 
setting  process,  the  relative  weights  of 
these  particular  MS-DRGs  would 
become  artificially  inflated,  potentially 
skewing  the  relative  weights.  In 
addition,  we  want  to  protect  the 
integrity  of  the  budget  neutrality  process 
by  ensuring  that,  in  estimating 
payments,  no  increase  to  the 
standardized  amount  occurs  as  a  result 
of  lower  overall  payments  in  a  previous 
year  that  stem  from  using  weights  and 
case-mix  that  are  based  on  lower 
severity  MS-DRG  assignments.  If  this 
would  occur,  the  anticipated  cost 
savings  from  the  HAC  policy  would  be 
lost. 

To  avoid  these  problems,  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24116),  we  proposed  to  reset 
the  POA  indicator  field  to  “Y”  just  for 
relative  weight-setting  purposes  for  all 
claims  that  otherwise  have  an  “N”  or  a 
“U”  in  the  POA  field.  This  “forces”  the 
more  costly  HAC  claims  into  the  higher 
severity  MS-DRGs  as  appropriate,  and 
the  relative  weights  calculated  for  each 
MS-DRG  more  closely  reflect  the  true 
costs  of  those  cases. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  reset  the 
POA  indicator  field  to  “Y”  for  relative 


weight-setting  purposes  for  all  claims 
that  otherwise  have  an  “N”  or  a  “U”  in 
the  POA  field.  We  are  finalizing  this 
proposal  for  FY  2010  accordingly. 

Once  the  MedPAR  data  were  trimmed 
and  the  statistical  outliers  were 
removed,  the  charges  for  each  of  the  15 
cost  groups  for  each  claim  were 
standardized  to  remove  the  effects  of 
differences  in  area  wage  levels,  IME  and 
DSH  payments,  and  for  hospitals  in 
Alaska  and  Hawaii,  the  applicable  cost- 
of-living  adjustment.  Because.hospital 
charges  include  charges  for  both 
operating  and  capital  costs,  we 
standardized  total  charges  to  remove  the 
effects  of  differences  in  geographic 
adjustment  factors,  cost-of-living 
adjustments,  and  DSH  payments  under 
the  capital  IPPS  as  well.  Charges  were 
then  summed  by  MS-DRG  for  each  of 
the  15  cost  groups  so  that  each  MS-DRG 
had  15  standardized  charge  totals.  These 
charges  were  then  adjusted  to  cost  by 
applying  the  national  average  CCRs 
developed  from  the  FY  2007  cost  report 
data. 

The  15  cost  centers  that  we  used  in 
the  relative  weight  calculation  are 
shown  in  the  following  table.  The  table 
shows  the  lines  on  the  cost  report  and 
the  corresponding  revenue  codes  that 
we  used  to  create  the  15  national  cost 
center  CCRs. 
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Charges  from 
HCRIS 

(Worksheet  C, 
Parti,  Column 
6  &  7  and  line 


Medicare 
Charges  from 
HCRIS 

(Worksheet  EM, 
Column  &  line 
number) _ 


Cost  Report  HCRIS 

Line  I  (Worksheet 

Description  C,  Part  1, 

(Worksheet  C  Column  5 

Part  1  &  and  line 


Revenue  Codes 
contained  In 
MedPAR  Charge 


Adults  & 
Pediatrics 
(General 
Routine  Care) 


Private  Room 
Charges 

Semi-Private 

Room 

Charges 


Routine 

Days 


01  OX.  01 2X,  01 3X 
and  016X-019X 


Ward  Charges 


Intensive  Care 


Intensive 


Coronary  Care 


Intravenous 


Therac 


m 

Intensive  Care 

Unit 

C_1_C5_26 

C_1_C6_26 

D4_HOS_C2_26 

C  1  C7  26 

Coronary 

j 

Care  Unit 

C_1_C5_27 

C  1  C6  27 

D4_HOS_C2_27 

|p 

. 

C_1_C7_27 

Bum  Intensive 

Care  Unit 

C_1_C5_28 

C_1_C6_28 

D4_HOS_C2_28 

m 

■  ; 

C_1_C7_28 

n; 

Surgical 
Intensive  Care 

Unit 

C_1_C5_29 

C_1_C6_29 

D4_HOS_C2_29 

ts| 

■ 

.v, 

«§jjp3r 

I m 

C_1_C7_29 

I  Other  Special 

1  Care  Unit 

C  1  C5  30 

C_1_C6_30 

D4_HOS_C2_30 

m 

I 

S  '  • 

* 

C  1  C7  30 
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Drugs 

Charged  To 
Patient 


Cl  C7_48 


C_1_C5_56  C_1_C6_56  D4_HOS_C2_56 


Supplies 

and 

Equipment 

Medical/Surgic 
al  Supply 
Charges 

| 

Durable 

Medical 

Equipment 

Charges 

Used  Durable 
Medical 

Charges 

' 

,  ,  ‘  C_1  ~C7~56 

Medical  I 

Supplies 

Charged  to  "I 

Patients  C_1_C5_55  C_1_C6_55  D4_HOS_C2_55 

C_1_C7_55 

DME-Rented  q_1_C5_66  C_1_C6_66  D4_HOS_C2_66 

-  C_1_C7_66 

DME-Soid  C_1_C5_67  C_1_C6_67  D4_HOS_C2_67 

_ .  .  C_1_C7_67 


Therapy 

Services 


044X  and  047X 


Physical 

Therapy 


Occupational 

Therapy 


Wm 
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Revenue  Codes 
contained  in 
MedPAR  Charge 
Field  _ 


MedPAR 
Charge  Field 


C_1_C7_52 


D4_HOS_C2_49 


C_1_C6_37 

C_1_C7_37 

C_1_C6_38 

C_1_C7_38 


Obstetrics 

Clinic 


Clinic  Charges 


W-.a: 


1  ri 


mm. 


MM 


C  1  C5  40  C  1 _C6_40 


Anesthesia 


Charges  from 


Medicare 
Charges  from 


Respiratory 

Therapy 


036X,  071 X  and 
072X 


m®. 

Operating 

Room 

Charges 


Recovery 

Room 


IBS 


mi 

Operating 

Room 

Charges 


Labor  & 
Delivery 

ONLY  FOR 
THE  6 
Labor  & 
Delivery 
DRGs 


C_1_C5_37 


C_1_C5_38 


D4_HOS_C2_37 


Operating 

Room 


Operating 
Room 
For  all 
DRGs  but 
Labor  & 
Delivery 


Delivery 
Room  and 
Labor  Room 


370,371, 
372, 373, 
374,375 


D4_HOS_C2_38 
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mm 

- 


Laboratory 

Laboratory  Charges 


030X,  031 X,  074X 
and  075X 


Laboratory 

C_1_C5_44 

C_1_C6_44 

IBnnMBS9wal«8ra»S^ 

D4_HOS_C2_44 

C_1_C7_44 

PBP  Clinic 
Laboratory 
Services 

C_1_C5_45 

C_1_C6_45 

i 

D4_HOS_C2_45 

C_1_C7_45 

Electro-encep 

halography 

C_1_C5_54 

C_1_C6_54 

D4_HOS_C2_54 

C_1_C7_54 

028X.  032X,  033X. 
Radiology  034X,  035X  and 
Radiology  Charges  040X 


Radiology  - 
Diagnostic 


MRI  Charges  061X 


Radiology  - 
Therapeutic 


Radioisoto 
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Emergency 
Emergency  Room 
Room  ■*  I  Charges 


I 


Cost  from 

. 

j  Cost  Report 

HCRIS 

Charges  from 

j  Line 

(Worksheet 

HCRIS 

I  Description 

C,  Part  1, 

(Worksheet  C, 

j  (Worksheet  C 

Column  5 

Part  1,  Column 

Part  1  & 

and  line 

6  &  7  and  line 

j  Wksheet  D-4) 

number) 

number) 

1  C  1  C7  43 

p||]  Emergency  C_1_C£_61  C_1_C6_61 


D4_HOS_C2_61 


Blood  and 

Blood  Blood 

Products  Charges 


Blood  Storage 
/Processing  039x 


i  C_1_C7_61 

j  Whole  Blood 
l.  ' /  |  &  Packed  Red 

Blood  Cells  C_1_C5_46  C_1_C6  46 

I  I  “ 

■  • 
n 

;  C_1_C7_46 


I  .  ;  j  Blood  Storing, 

1,1  Processing,  & 

Pllj  Transfusing  C_1_C5_47  C_1.C6_47 


D4_HOS_C2_46 


D4_  HOS_C2_47 


C_1_C7_47 


Other 

Services 


Lithotripsy 

Charge 


0002-0099,  022X, 
Other  Service  023X, 


Charge 


024X,052X,053X 

055X-060X, 

064X-070X, 

076X-078X, 

090X-095X  and 

099X 


Outpatient 

Service 

Charges  049X  and  050X 


I  I 
[  • 


ASC  (Non 

Distinct  Part)  C_1_C5_58  C_1_C6_58 


C_1_C7_58 

tg&pj  *  1 

HD  ^her 

l§I|  AnciHary  C_1_C5_59  C_1_C6_59 

I  V.:  -.  I  I 


D4_HOS_C2_58 


D4HOS  C2  59 


C  1  C7  69 
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C_1_C5_60  C_1_C6_60  D4_HOS_C2_60 


ESRD 

Revenue 

Setting 

Charges 


Clinic  Visit 

Charges 

(excluding 

Labor  & 

Delivery 

DRGs) 


Professional  096X,  097X,  and 
Fees  Charges  098X 


C_1_C5_62  C_1_C6_62  D4_HOS_C2_62 


C_1_C7_62 

Observation  D4_HOS_C2_62 

beds  C_1_C5_6201  C_1_C6_6201  01 


Cl  C7_6201 


Rural  Health  D4_HOS_C2_63 

Clinic  C_1  _C5_6350  C_1_C6_6350  50 


C_1_C7_6350 


D4_HOS_C2_63 

C_1_C5_6360  C_1_C6_6360  60 


C_1_C7_6360 

Home 

Program 

Dialysis  C_1_C5_64  C_1_C6_64  D4_HOS_C2_64 


C_1_C7_64 


Ambulance  C_1_C5_65  |  C_1_C6_65  D4_HOS_C2_65 


Cl  C7  65 
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Cost 

Center  . 
Group 

Name 
(15  total) 

MedPAR 
Charge  Field 

Revenue  Codes 
contained  in 
MedPAR  Charge 
Field 

. 

Cost  Report 
Line 

Description 
(Worksheet  C 
Parti  & 
Wksheet  D-4) 

Cost  from 

HCRIS 

(Worksheet 

C,  Parti, 
Column  5 
and  line 
number) 

Charges  from 
HCRIS 

(Worksheet  C, 
Part  1,  Column 

6  &  7  and  line 
number) 

Medicare 

Charges  from 
HCRIS 

(Worksheet  D-4, 
Column  &  line 
number) 

Other 

Reimbursable 

C_1_C5_68 

C_1_C6_68 

D4_HOS_C2_68 

&  v; 

C_1_C7_68 

BILLING  CODE  41 20-01 -C 

We  developed  the  national  average 
CCRs  as  follows: 

Taking  the  FY  2007  cost  report  data, 
we  removed  CAHs,  Indian  Health 
Service  hospitals,  all-inclusive  rate 
hospitals,  and  cost  reports  that 
represented  time  periods  of  less  than  1 
year  (365  days).  We  included  hospitals 
located  in  Maryland  as  we  are  including 
their  charges  in  our  claims  database.  We 
then  created  CCRs  for  each  provider  for 
each  cost  center  (see  prior  table  for  line 
items  used  in  the  calculations)  and 
removed  any  CCRs  that  were  greater 
than  10  or  less  than  0.01.  We 
normalized  the  departmental  CCRs  by 
dividing  the  CCR  for  each  department 
by  the  total  CCR  for  the  hospital  for  the 
purpose  of  trimming  the  data.  We  then 
took  the  logs  of  the  normalized  cost 
center  CCRs  and  removed  any  cost 
center  CCRs  where  the  log  of  the  cost 
center  CCR  was  greater  or  less  than  the 
mean  log  plus/minus  3  times  the 
standard  deviation  for  the  log  of  that 
cost  center  CCR.  Once  the  cost  report 
data  were  trimmed,  we  calculated  a 
Medicare-specific  CCR.  The  Medicare- 
specific  CCR  was  determined  by  taking 
the  Medicare  charges  for  each  line  item 
from  Worksheet  D-A.and  deriving  the 
Medicare-specific  costs  by  applying  the 
hospital-specific  departmental  CCRs  to 
the  Medicare-specific  charges  for  each 
line  item  from  Worksheet  D-4.  Once 
each  hospital’s  Medicare-specific  costs 
were  established,  we  summed  the  total 
Medicare-specific  costs  atid  divided  by 
the  sum  of  the  total  Medicare-specific 
charges  to  produce  national  average, 
charge- weighted  CCRs. 

After  we  multiplied  the  total  charges 
for  each  MS-DRG  in  each  of  the  15  cost 
centers  by  the  corresponding  national 
average  CCR,  we  summed  the  15  “costs” 
across  each  MS-DRG  to  produce  a  total 
standardized  cost  for  the  MS-DRG.  The 
average  standardized  cost  for  each  MS- 
DRG  was  then  computed  as  the  total 
standardized  cost  for  the  MS-DRG 
divided  by  the  transfer-adjusted  case 
count  for  the  MS-DRG.  The  average  cost 


for  each  MS-DRG  was  then  divided  by 
the  national  average  standardized  cost 
per  case  to  determine  the  relative 
weight. 

The  new  cost-based  relative  weights 
were  then  normalized  by  an  adjustment 
factor  of  1.54381  so  that  the  average  case 
weight  after  recalibration  was  equal  to 
the  average  case  weight  before 
recalibration.  The  normalization 
adjustment  is  intended  to  ensure  that 
recalibration  by  itself  neither  increases 
nor  decreases  total  payments  under  the 
IPPS,  as  required  by  section 
1886(d)(4)(C)(iii)  of  the  Act. 

The  1 5  national  average  CCRs  for  FY 
2010  are  as  follows: 


Group 

CCR 

Routine  Days  . 

0.553 

Intensive  Days  . 

0.480 

Drugs  . 

0.200 

Supplies  &  Equipment  . 

0.348 

Therapy  Services . 

0.415 

Laboratory . 

0.163 

Operating  Room  . 

0.282 

Cardiology . 

0.181 

Radiology . 

0.161 

Emergency  Room  . 

0.278 

Blood  and  Blood  Products . 

0.424 

Other  Services . 

0.426 

Labor  &  Delivery . 

0.462 

Inhalation  Therapy . 

0.201 

Anesthesia  . 

0.136 

As  we  explained  in  section  II.E.  of  the 
preamble  of  this  final  rule,  we  have 
completed  our  2-year  transition  to  the 
MS-DRGs.  For  FY  2008,  the  first  year  of 
the  transition,  50  percent  of  the  relative 
weight  for  an  MS-DRG  was  based  on  the 
two-thirds  cost-based  weight/one- third 
charge-based  weight  calculated  using 
FY  2006  MedPAR  data  grouped  to  the 
Version  24.0  (FY  2007)  DRGs.  The 
remaining  50  percent  of  the  FY  2008 
relative  weight  for  an  MS-DRG  was 
based  on  the  two-thirds  cost-based 
weight/one-third  charge-based  weight 
calculated  using  FY  2006  MedPAR 
grouped  to  the  Version  25.0  (FY  2008) 
MS-DRGs.  In  FY  2009,  the  relative 
weights  were  based  on  100  percent  cost 


weights  computed  using  the  Version 
26.0  (FY  2009)  MS-DRGs. 

When  we  recalibrated  the  DRG 
weights  for  previous  years,  we  set  a 
threshold  of  10  cases  as  the  minimum 
number  of  cases  required  to  compute  a 
reasonable  weight.  In  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24123),  we  proposed  to  use  that 
same  case  threshold  in  recalibrating  the 
MS-DRG  weights  for  FY  2010.  Using  the 
FY  2008  MedPAR  data  set,  there  are  8 
MS-DRGs  that  contain  fewer  than  10 
cases.  Under  the  MS-DRGs,  we  have 
fewer  low-volume  DRGs  than  under  the 
CMS  DRGs  because  we  no  longer  have 
separate  DRGs  for  patients  age  0  to  17 
years.  With  the  exception  of  newborns, 
we  previously  separated  some  DRGs 
based  on  whether  the  patient  was  age  0 
to  17  years  or  age  17  years  and  older. 
Other  than  the  age  split,  cases  grouping 
to  these  DRGs  are  identical.  The  DRGs 
for  patients  age  0  to  1 7  years  generally 
have  very  low  volumes  because  children 
are  typically  ineligible  for  Medicare.  In 
the  past,  we  have  found  that  the  low 
volume  of  cases  for  the  pediatric  DRGs 
could  lead  to  significant  year-to-year 
instability  in  their  relative  weights. 
Although  we  have  always  encouraged 
non-Medicare  payers  to  develop  weights 
applicable  to  their  own  patient 
populations,  we  have  heard  frequent 
complaints  from  providers  about  the  use 
of  the  Medicare  relative  weights  in  the 
pediatric  population.  We  believe  that 
eliminating  this  age  split  in  the  MS- 
DRGs  will  provide  more  stable  payment 
for  pediatric  cases  by  determining  their 
payment  using  adult  cases  that  are 
much  higher  in  total  volume.  Newborns 
are  unique  and  require  separate  MS- 
DRGs  that  are  not  mirrored  in  the  adult 
population.  Therefore,  it  remains 
necessary  to  retain  separate  MS-DRGs 
for  newborns.  All  of  the  low-volume 
MS-DRGs  listed  below  are  for 
newborns.  In  FY  2010,  because  we  do 
not  have  sufficient  MedPAR  data  to  set 
accurate  and  stable  cost  weights  for 
these  low-volume  MS-DRGs,  we 
proposed  to  compute  weights  for  the 
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low-volume  MS-DRGs  by  adjusting  cases  in  other  MS-DRGs.  The  crosswalk 

their  FY  2009  weights  by  the  percentage  table  is  shown  below: 
change  in  the  average  weight  of  the 


Low-volume 

MS-DRG 

MS-DRG  title 

Crosswalk  to  MS-DRG 

768  . 

Vaginal  Delivery  with  O.R.  Procedure  Except  Sterilization  and/ 
or  D&C. 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

789  . 

Neonates,  Died  or  Transferred  to  Another  Acute  Care  Facility  „ 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

790  . 

Extreme  Immaturity  or  Respiratory  Distress  Syndrome, 
Neonate. 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

791  . 

Prematurity  with  Major  Problems  . 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

792  . 

Prematurity  without  Major  Problems  . 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

793  . 

794  . 

Full-Term  Neonate  with  Major  Problems  . 

Neonate  with  Other  Significant  Problems  . 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

795  . 

Normal  Newborn  . . 

FY  2009  FR  weight  (adjusted  by  percent  change  in  average 
weight  of  the  cases  in  other  MS-DRGs). 

Comment:  Some  commenters 
questioned  whether  Medicare 
Advantage  claims  were  used  to  calculate 
the  MS-DRG  relative  weights  for  FY 
2010  in  the  proposed  rule.  The 
commenters  noted  that  CMS’  policy  has 
been  to  exclude  Medicare  Advantage 
claims  from  the  relative  weights 
calculation,  but  believed  that  CMS  may 
have  inadvertently  included  those 
claims  in  the  calculation  in  the 
proposed  rule.  The  commenters 
believed  that  if  the  Medicare  Advantage 
claims  were  included,  the  amount  paid 
under  the  IPPS  will  be  overstated.  The 
commenters  recommended  that  CMS 
ensure  that  Medicare  Advantage  claims 
are  excluded  from  the  relative  weights 
calculation.  However,  the  commenters 
requested  that  CMS  continue  to  include 
the  Medicare  Advantage  claims  in  the 
MedPAR  dataset  for  analysis  purposes. 

Response:  Historically,  we  have 
excluded  data  from  Medicare  Advantage 
claims  from  the  calculation  of  the 
relative  weights.  As  has  been  stated  in 
the  preamble  of  previous  IPPS  rules 
and,  most  recently,  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24115),  “.Discharges  for  Medicare 
beneficiaries  enrolled  in  a  Medicare 
Advantage  managed  care  plan  are 
excluded  from  this  analysis.”  Consistent 
with  this  language,  in  the  FY  2010 
proposed  rule,  we  intended  to  exclude 
Medicare  Advantage  claims  from  the 
calculation  of  the  relative  weights  for 
FY  2010  as  well.  However,  the 
December  2008  update  of  the  FY  2008 
MedPAR  data  that  was  used  as  the 
source  for  calculating  the  relative 
weights  contained  a  significant  number 
of  Medicare  Advantage  claim's.  This 
inclusion  is  a  result  of  hospitals  being 
required  to  submit  informational  only 


claims  for  all  Medicare  Advantage 
patients  they  treated  for  discharges 
occurring  on  or  after  October  1,  2006, 
under  Change  Request  5647,  Transmittal 
1311.  As  a  result,  we  inadvertently 
included  claims  from  discharges  of 
patients  enrolled  in  Medicare 
Advantage  plans  in  the  calculation  of 
the  proposed  FY  2010  relative  weights. 
We  have  corrected  this  oversight  in  the 
calculation  of  the  final  FY  2010  relative 
weights  and,  therefore,  no  Medicare 
Advantage  claims  data  are  included  in 
the  calculations  in  this  final  rule. 
Specifically,  we  added  an  edit  to  the 
relative  weight  calculation  to  remove 
any  claims  that  have  a  GHO  Paid 
indicator  value  of  “1,”  which  effectively 
removes  Medicare  Advantage  claims 
from  the  relative  weights  calculations. 
We  are  continuing  to  include  Medicare 
Advantage  claims  in  the  Expanded 
Modified  MedPAR  file  that  is  available 
to  researchers  for  purchase  under  a  data 
use  agreement  with  CMS. 

We  did  not  receive  any  public 
comments  on  this  section.  Therefore,  we 
are  adopting  the  national  average  CCRs 
as  proposed,  with  the  MS-DRG  weights 
recalibrated  based  on  these  CCRs. 

I.  Add-On  Payments  for  New  Services 
and  Technologies 

1.  Background 

Sections  1886(d)(5)(K)  and  (L)  of  the 
Act  establish  a  process  of  identifying 
and  ensuring  adequate  payment  for  new 
medical  services  and  technologies 
(sometimes  collectively  referred  to  in 
this  section  as  “new  technologies”) 
under  the  IPPS.  Section 
1886(d)(5)(K)(vi)  of  the  Act  specifies 
that  a  medical  service  or  technology- Will 
be  considered  new  if  it  meets  critefidn:  u 
established  by  the  Secretary  after  hbtice 


and  opportunity  for  public  comment. 
Section  1886(d)(5)(K)(ii)(I)  of  the  Act 
specifies  that  the  process  must  apply  to 
a  new  medical  service  or  technology  if, 
“based  on  the  estimated  costs  incurred 
with  respect  to  discharges  involving 
,such  service  or  technology,  the  DRG 
prospective  payment  rate  otherwise 
applicable  to  such  discharges  under  this 
subsection  is  inadequate.”  We  note  that 
beginning  with  FY  2008,  CMS 
transitioned  from  CMS-DRGs  to  MS- 
DRGs. 

The  regulations  implementing  these 
provisions  specify  three  criteria  for  a 
new  medical  service  or  technology  »to 
receive  an  additional  payment:  (1)  The 
medical  service  or  technology  must  be 
new;  (2)  the  medical  service  or 
technology  must  be  costly  such  that  the 
DRG  rate  otherwise  applicable  to 
discharges  involving  the  medical  service 
or  technology  is  determined  to  be 
inadequate;  and  (3)  the  service  or 
technology  must  demonstrate  a 
substantial  clinical  improvement  over 
existing  services  or  technologies.  These 
three  criteria  are  explained  below  in  the 
ensuing  paragraphs  in  further  detail. 

Under  the  first  criterion,  as  reflected 
in  42  CFR  412.87(b)(2),  a  specific 
medical  service  or  technology  will  be 
considered  “new”  for  purposes  of  new 
medical  service  or  technology  add-on 
payments  until  such  time  as  Medicare 
data  are  available  to  fully  reflect  the  cost 
of  the  technology  in  the  MS-DRG 
weights  through  recalibration. 

Typically,  there  is  a  lag  of  2  to  3  years 
from  the  point  a  new  medical  service  or 
technology  is  first  introduced  on  the 
market  (generally  on  the  date  that  the 
technology  receives  FDA  approval/ 
clearance)  and  wh6n  data  reflecting  the 
us6  of  the  medical  Service  or  technology 
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are  used  to  calculate  the  MS-DRG 
weights.  For  example,  data  from 
discharges  occurring  during  FY  2008  are 
used  to  calculate  the  FY  2010  MS-DRG 
weights  in  this  final  rule.  Section 
412.87(b)(2)  of  the  regulations  therefore 
provides  that  “a  medical  service  or 
technology  may  be  considered  new 
within  2  or  3  years  after  the  point  at 
which  data  begin  to  become  available 
reflecting  the  ICD-9-CM  code  assigned 
to  the  new  medical  service  or 
technology  (depending  on  when  a  new 
code  is  assigned  and  data  on  the  new 
medical  service  or  technology  become 
available  for  DRG  recalibration).  After 
CMS  has  recalibrated  the  DRGs,  based 
on  available  data  to  reflect  the  costs  of 
an  otherwise  new  medical  service  or 
technology,  the  medical  service  or 
technology  will  no  longer  be  considered 
‘new’  under  the  criterion  for  this 
section.”  , 

The  2-year  to  3-year  period  during 
which  a  medical  service  or  technology 
can  be  considered  new  would  ordinarily 
begin  on  the  date  on  which  the  medical 
service  or  technology  received  FDA 
approval  or  clearance.  (We  note  that,  for 
purposes  of  this  section  of  the  final  rule, 
we  generally  refer  to  both  FDA  approval 
and  FDA  clearance  as  FDA  “approval.”) 
However,  in  some  cases,  initially  there 
may  be  no  Medicare  data  available  for 
the  new  service  or  technology  following 
FDA  approval.  For  example,  the 
newness  period  could  extend  beyond 
the  2-year  to  3-year  period  after  FDA 
approval  is  received  in  cases  where  the 
product  initially  was  generally 
unavailable  to  Medicare  patients 
following  FDA  approval,  such  as  in 
cases  of  a  national  noncoverage 
determination  or  a  documented  delay  in 
bringing  the  product  onto  the  market 
after  that  approval  (for  instance, 
component  production  or  drug 
production  has  been  postponed 
following  FDA  approval  due  to  shelf  life 
concerns  or  manufacturing  issues).  After 
the  MS-DRGs  have  been  recalibrated  to 
reflect  the  costs  of  an  otherwise  new 
medical  service  or  technology,  the 
medical  service  or  technology  is  no 
longer  eligible  for  special  add-on  * 
payment  for  new  medical  services  or 
technologies  (as  specified  under 
§  412.87(b)(2)).  For  example,  an  » 

approved  new  technology  that  received 
FT)A  approval  in  October  2008  and 
entered  the  market  at  that  time  may  be 
eligible  to  receive  add-on  payments  as  a 
new  technology  for  discharges  occurring 
before  October  1,  2011  (the  start  of  FY 
2012).  Because  the  FY  2012  MS-DRG 
weights  would  be  calculated  using  FY 
2010  MedPAR  data,  the  costs  of  such  a 
new  technology  would  be  fully  reflected 


in  the  FY  2012  MS-DRG  weights. 
Therefore,  the  new  technology  would  no 
longer  be  eligible  to  receive  add-on 
payments  as  a  new  technology  for 
discharges  occurring  in  FY  2012  and 
thereafter. 

Under  the  second  criterion, 

§  412.87(b)(3)  further  provides  that,  to 
be  eligible  for  the  add-on  payment  for 
new  medical  services  or  technologies, 
the  MS-DRG  prospective  payment  rate 
otherwise  applicable  to  the  discharge 
involving  the  new  medical  services  or 
technologies  must  be  assessed  for 
adequacy.  Under  the  cost  criterion,  to 
assess  the  adequacy  of  payment  for  a 
new  technology  paid  under  the 
applicable  MS-DRG  prospective 
payment  rate,  we  evaluate  whether  the 
charges  for  cases  involving  the  new 
technology  exceed  certain  threshold 
amounts.  In  the  FY  2004  IPPS  final  rule 
(68  FR  45385),  we  established  the 
threshold  at  the  geometric  mean 
standardized  charge  for  all  cases  in  the 
MS-DRG  plus  75  percent  of  1  standard 
deviation  above  the  geometric  mean 
standardized  charge  (based  on  the 
logarithmic  values  of  the  charges  and 
converted  back  to  charges)  for  all  cases 
in  the  MS-DRG  to  which  the  new 
medical  service  or  technology  is 
assigned  (or  the  case-weighted  average 
of  all  relevant  MS-DRGs,  if  the  new 
medical  service  or  technology  occurs  in 
more  than  one  MS-DRG). 

-However,  section  503(b)(1)  of  Public 
Law  108-173  amended  section 
1886(d)(5)(K)(ii)(I)  of  the  Act  to  provide 
that,  beginning  in  FY  2005,  CMS  will 
apply  “a  threshold  *  *  *  that  is  the 
lesser  of  75  percent  of  the  standardized 
amount  (increased  to  reflect  the 
difference  between  cost  and  charges)  or 
75  percent  of  one  standard  deviation  for 
the  diagnosis-related  group  involved.” 
(We  refer  readers  to  section  IV.D.  of  the 
preamble  to  the  FY  2005  IPPS  final  rule 
(69  FR  49084)  for  a  discussion  of  the 
revision  of  the  regulations  to 
incorporate  the  change  made  by  section 
503(h)(1)  of  Pub.  L.  108-173.)  Table  10 
that  was  included  in  the  notice 
published  in  the  Federal  Register  on 
October  3,  2008,  contains  the  final 
thresholds  that  are  being  used  to 
evaluate  applications  for  new 
technology  add-on  payments  for  FY 
2010  (73  FR  57888). 

We  note  that  section  124  of  Public 
Law  110-275  extended,  through  FY 
2009,  wage  index  reclassifications  under 
section  508  of  Public  Law  108—173  (the 
MMA)  and  special  exceptions  contained 
in  the  final  rule  promulgated  in  the 
Federal  Register  on  August  11,  2004  (69 
FR  49105  and  49107)  and  extended 
under  section  117  of  Public  Law  110- 
173  (the  MMSEA).  The  wage  data  affect 


the  standardized  amounts  (as  well  as  the 
outlier  offset  and  budget  neutrality 
factors  that  are  applied  to  the 
standardized  amounts),  which  we  use  to 
compute  the  cost  criterion  thresholds. 
Therefore,  the  thresholds  reflected  in 
Table  10  in  the  Addendum  to  the  FY 
2009  IPPS  final  rule  were  tentative.  As 
noted  earlier,  on  October  3,  2008,  we 
published  a  Federal  Register  notice  (73 
FR  57888)  that  contained  a  new  Table 
10  with  revised  thresholds  that  reflect 
the  wage  index  rates  for  FY  2009  as  a 
result  of  implementation  of  section  124 
of  Public  Law  110-275.  The  revised 
thresholds  also  were  published  on  the 
CMS  Web  site.  The  revised  thresholds 
published  in  Table  10  in  the  October  3, 
2008  Federal  Register  notice  were  used 
to  determine  if  an  applicant  for  new 
technology  add-on  payments  discussed 
in  this  FY  2010  final  rule  met  the  cost 
criterion  threshold  for  new  technology 
add-on  payments  for  FY  2010. 

In  the  September  7,  2001  final  rule 
that  established  the  new  technology 
add-on  payment  regulations  (66  FR 
46917),  we  discussed  the  issue  of 
whether  the  HIPAA  Privacy  Rule  at  45 
CFR  parts  160  and  164  applies  to  claims 
information  that  providers  submit  with 
applications  for  new  technology  add-on 
payments.  Specifically,  we  explained 
that  health  plans,  including  Medicare, 
and  providers  that  conduct  certain 
transactions  electronically,  including 
the  hospitals  that  would  be  receiving 
payment  under  the  FY  2001  IPPS  final 
rule,  are  required  to  comply  with  the 
HIPAA  Privacy  Rule.  We  further 
explained  how  such  entities  could  meet 
the  applicable  HIPAA  requirements  by 
discussing  how  the  HIPAA  Privacy  Rule 
permitted  providers  to  share  with  health 
plans  information  needed  to  ensure  «• 
correct  payment,  if  they  had  obtained  * 
consent  from  the  patient  to  use  that 
patient’s  data  for  treatment,  payment,  or 
health  care  operations.  We  also 
explained  that,  because  the  information 
to  be  provided  within  applications  for 
new  technology  add-on  payment  would 
be  needed  to  ensure  correct  payment,- no 
additional  consent  would  be  required. 
The  HHS  Office  for  Civil  Rights  has 
since  amended  the  HIPAA  Privacy  Rule, 
but  the  results  remain.  The  HEPAA 
Privacy  Rule  no  longer  requires  covered 
entities  to  obtain  consent  from  patients 
to  use  or  disclose  protected  health 
information  for  treatment,  payment,  or 
health  care  operations,  and  expressly 
permits  such  entities  to  use  or  to 
disclose  protected  health  information 
for  any  of  these  purposes.  (We  refer 
readers  to  45  CFR  164.502(a)(l)(ii),  and 
164.506(c)(1)  and  (c)(3),  and  the 
Standards  for  Privacy  of  Individually 
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Identifiable  Health  Information 
published  in  the  Federal  Register  on 
August  14,  2002,  for  a  full  discussion  of 
changes  in  consent  requirements.) 

Under  the  third  criterion, 

§  412.87(b)(1)  of  our  existing  regulations 
provides  that  a  new  technology  is  an 
appropriate  candidate  for  an  additional 
payment  when  it  represents  “an 
advance  that  substantially  improves, 
relative  to  technologies  previously 
available,  the  diagnosis  or  treatment  of 
Medicare  beneficiaries.”  For  example,  a 
new  technology  represents  a  substantial 
clinical  improvement  when  it  reduces 
mortality,  decreases  the  number  of 
hospitalizations  or  physician  visits,  or 
reduces  recovery  time  compared  to  the 
technologies  previously  available.  (We 
refer  readers  to  the  September  7,  2001 
final  rule  for  a  complete  discussion  of 
this  criterion  (66  FR  46902).) 

The  new  medical  service  or 
technology  add-on  payment  policy 
under  the  IPPS  provides  additional 
payments  for  cases  with  relatively  high 
costs  involving  eligible  new  medical 
services  or  technologies  while 
preserving  some  of  the  incentives 
inherent  under  an  average-based 
prospective  payment  system.  The 
payment  mechanism  is  based  on  the 
cost  to  hospitals  for  the  new  medical 
service  or  technology.  Under  §  412.88,  if 
the  costs  of  the  discharge  (determined 
by  applying  cost  to  charge  ratios 
(“CCRs”)  as  described  in  §  412.84(h)) 
exceed  the  full  DRG  payment  (including 
payments  for  IME  and  DSH,  but 
excluding  outlier  payments),  Medicare 
•  will  make  an  add-on  payment  equal  to 
the  lesser  of:  (1)  50  percent  of  the 
estimated  costs  of  the  new  technology 
(if  the  estimated  costs  for  the  case 
including  the  new  technology  exceed 
Medicare’s  payment);  or  (2)  50  percent 
of  the  difference  between  the  full  DRG 
payment  and  the  hospital’s  estimated 
cost  for  the  case.  Unless  the  discharge 
qualifies  for  an  outlier  payment, 
Medicare  payment  is  limited  to  the  full 
MS-DRG  payment  plus  50  percent  of 
the  estimated  costs  of  the  new 
technology. 

Section  1886(d)(4)(C)(iii)  of  the  Act 
requires  that  the  adjustments  to  annual 
MS-DRG  classifications  and  relative 
weights  must  be  made  in  a  manner  that 
ensures  that  aggregate  payments  to 
hospitals  are  not  affected.  Therefore,  in 
the  past,  we  accounted  for  projected 
payments  under  the  new  medical 
service  and  technology  provision  during 
the  upcoming  fiscal  year,  while  at  the 
same  time  estimating  the  payment  effect 
of  changes  to  the  MS-DRG 
classifications  and  recalibration.  The 
impact  of  additional  payments  under 
this  provision  was  then  included  in  the 


budget  neutrality  factor,  which  was 
applied  to  the  standardized  amounts 
and  the  hospital-specific  amounts. 
However,  section  503(d)(2)  of  Public 
Law  108-173  provides  that  there  shall 
be  no  reduction  or  adjustment  in 
aggregate  payments  under  the  IPPS  due 
to  add-on  payments  for  new  medical 
services  and  technologies.  Therefore, 
following  section  503(d)(2)  of  Public 
Law  108-173,  add-on  payments  for  new 
medical  services  or  technologies  for  FY 
2005  and  later  years  have  not  been 
subjected  to  budget  neutrality. 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48561  through  48563),  we  modified  our 
regulations  at  §412.87  to  codify  our 
current  practice  of  how  CMS  evaluates 
the  eligibility  criteria  for  new  medical 
service  or  technology  add-on  payment 
applications.  We  also  amended 
§  412.87(c)  to  specify  that  all  applicants 
for  new  technology  add-on  payments 
must  have  FDA  approval  for  their  new 
medical  service  or  technology  by  July  1 
of  each  year  prior  to  the  beginning  of  the 
fiscal  year  that  the  application  is  being 
considered. 

Applicants  for  add-on  payments  for 
new  medical  services  or  technologies  for 
FY  2011  must  submit  a  formal  request, 
including  a  full  description  of  the 
clinical  applications  of  the  medical 
service  or  technology  and  the  results  of 
any  clinical  evaluations  demonstrating 
that  the  new  medical  service  or 
technology  represents  a  substantial 
clinical  improvement,  along  with  a 
significant  sample  of  data  to 
demonstrate  that  the  medical  service  or 
technology  meets  the  high-cost 
threshold.  Complete  application 
information,  along  with  final  deadlines 
for  submitting  a  full  application,  will  be 
posted  as  it  becomes  available  on  our 
Web  site  at:  http://www.cms.hhs.gov/ 
Acu teln patien tPPS/08_newtech .asp.  To 
allow  interested  parties  to  identify  the 
new  medical  services  or  technologies 
under  review  before  the  publication  of 
the  proposed  rule  for  FY  2011,  the  Web 
site  also  will  list  the  tracking  forms 
completed  by  each  applicant. 

Tne  Council  on  Technology  and 
Innovation  (CTI)  at  CMS  oversees  the 
agency’s  cross-cutting  priority  on 
coordinating  coverage,  coding  and 
payment  processes  for  Medicare  with 
respect  to  new  technologies  and 
procedures,  including  new  drug 
therapies,  as  well  as  promoting  the 
exchange  of  information  on  new 
technologies  between  CMS  and  other 
entities.  The  CTI,  composed  of  senior 
CMS  staff  and  clinicians,  was 
established  under  section  942(a)  of 
Public  Law  108-173.  The  Council  is  Co-, 
chaired  by  the  Director  of  the  Office  of 
Clinical  Standards  and  Quality  (OCSQ) 


and  the  Director  of  the  Center  for 
Medicare  Management  (CMM),  who  is 
also  designated  as  the  CTI’s  Executive 
Coordinator. 

The  specific  processes  for  coverage, 
coding,  and  payment  are  implemented 
by  CMM,  OCSQ,  and  the  local  claims- 
payment  contractors  (in  the  case  of  local 
coverage  and  payment  decisions).  The 
CTI  supplements,  rather  than  replaces, 
these  processes  by  working  to  assure 
that  all  of  these  activities  reflect  the 
agency-wide  priority  to  promote  high- 
quality,  innovative  care.  At  the  same 
time,  the  CTI  also  works  to  streamline, 
accelerate,  and  improve  coordination  of 
these  processes  to  ensure  that  they 
remain  up  to  date  as  new  issues  arise. 

To  achieve  its  goals,  the  CTI  works  to 
streamline  and  create  a  more 
transparent  coding  and  payment 
process,  improve  the  quality  of  medical 
decisions,  and  speed  patient  access  to 
effective  new  treatments.  It  is  also 
dedicated  to  supporting  better  decisions 
by  patients  and  doctors  in  using 
Medicare-covered  services  through  the 
promotion  of  better  evidence 
development,  which  is  critical  for 
improving  the  quality  of  care  for 
Medicare  beneficiaries. 

CMS  plans  to  continue  its  Open  Door 
forums  with  stakeholders  who  are 
interested  in  CTI’s  initiatives.  In 
addition,  to  improve  the  understanding 
of  CMS’  processes  for  coverage,  coding, 
and  payment  and  how  to  access  them, 
the  CTI  has  developed  an  “innovator’s 
guide”  to  these  processes.  The  intent  is 
to  consolidate  this  information,  much  of 
which  is  already  available  in  a  variety 
of  CMS  documents  and  in  various 
places  on  the  CMS  Web  site,  in  a  user- 
friendly  format.  This  guide  was 
published  in  August  2008  and  is 
available  on  the  CMS  Web  site  at: 
http  ://www.  cms.  hhs.gov/CouncilonT ech 
Innov/Downloads/InnovatorsGuide8_ 
25_08.pdf. 

As  we  indicated  in  the  FY  2009  IPPS 
final  rule  (73  FR  48554),  we  invite  any 
product  developers  or  manufacturers  of 
new  medical  technologies  to  contact  the 
agency  early  in  the  process  of  product 
development  if  they  have  questions  or 
concerns  about  the  evidence  that  would 
-  be  needed  later  in  the  development 
process  for  the  agency’s  coverage 
decisions  for  Medicare. 

The  CTI  aims  to  provide  useful 
information  on  its  activities  and 
initiatives  to  stakeholders,  including 
Medicare  beneficiaries,  advocates, 
medical  product  manufacturers, 
providers,  and  health  policy  experts. 
Stakeholders  with  further  questions 
about  Medicare’s  coverage,  coding,  and 
payment  processes,  or  who  want  further 
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guidance  about  how  they  can  navigate 
these  processes,  can  contact  the  CTI  at 
CTI@cms.hhs.gov  or  from  the  “Contact 
Us”  section  of  the  CTI  home  page 
C http://www.cms.hhs.gov/ 
CouncilonTechlnnov/). 

Comment:  One  commenter 
recommended  that  CMS  deem  a  device 
to  be  a  substantial  clinical  improvement 
“*  *  *  if  it  has  been  granted  a 
humanitarian  device  exemption  or 
priority  review  based  on  the  fact  that  it 
represents  breakthrough  technologies, 
that  offer  significant  advantages  over 
existing  approved  alternatives,  for 
which  no  alternatives  exist,  or  the 
availability  of  which  is  in  the  best 
interests  of  the  patients.” 

Response:  As  stated  in  the  FY  2008 
IPPS  final  rule  (72  FR  47302),  the  FDA 
provides  a  number  of  different  types  of 
approvals  to  devices,  drugs  and  other 
medical  products.  At  this  time,  we  do 
not  believe  that  any  particular  type  of 
FDA  approval  alone  would 
automatically  demonstrate  a  substantial 
clinical  improvement  for  the  Medicare 
population.  However,  as  noted  in 
previous  final  rules,  we  do  take  FDA 
approval  into  consideration  in  our 
evaluation  of  new  technology 
applications.  We  note  that  a 
Humanitarian  Device  Exemption  (HDE) 
approval  only  requires  that  “the 
probable  benefit  outweighs  the  risk  of 
injury  or  illness”  as  opposed  to  the 
safety  and  effectiveness  standard  that 
exists  for  pre-market  approval  (PM A). 
Among  other  requirements,  the  labeling 
of  a  humanitarian  use  device  must  state 
that  the  effectiveness  of  the  device  for 
the  specific  indication  has  not  been 
demonstrated.  While  an  HDE  approval 
certainly  does  not  preclude  us  from 
considering  a  technology  for  an  add-on 
payment,  neither  does  it  suggest  that  the 
product  automatically  meets  the 
requirement  to  be  judged  a  substantial 
clinical  improvement.  Under  the 
substantial  clinical  improvement 
criterion,  we  will  continue  to  evaluate  a 
technology  with  an  HDE  approval  by 
measuring  it  against  the  specific  criteria 
we  listed  for  determining  substantial 
clinical  improvement  at  66  FR  46914. 

Comment:  A  number  of  commenters 
addressed  topics  relating  to  the  marginal 
cost  factor  for  the  new  technology  add¬ 
on  payment,  the  potential 
implementation  of  ICD-10-CM,  the  use 
of  external  data  in  determining  the  cost 
threshold,  paying  new  technology  adds 
on  payments  for  two  to  three  years, 
mapping  new  technologies  to  the 
appropriate  MS-DRG  and  the  use  of  the 
date  that  a  ICD-9-CM  code  is  assigned 
to  a  technology  or  the  FDA  approval 
date  (whichever  is  later)  as  the  start  of 
the  newness  period. 


Response:  We  did  not  request  public 
comments  nor  propose  to  make  any 
changes  to  any  of  the  issues  summarized 
above.  Because  these  comments  are 
outside  of  the  scope  of  the  provisions 
included  in  the  proposed  rule,  we  are 
not  providing  a  complete  summary  of 
the  comments  or  responding  to  them  in 
this  final  rule. 

2.  Public  Input  Before  Publication  of  a 
Notice  of  Proposed  Rulemaking  on  Add- 
On  Payments 

Section  1886(d)(5)(K)(viii)  of  the  Act, 
as  amended  by  section  503(b)(2)  of 
Public  Law  108-173,  provides  for  a 
mechanism  for  public  input  before 
publication  of  a  notice  of  proposed 
rulemaking  regarding  whether  a  medical 
service  or  technology  represents  a 
substantial  clinical  improvement  or 
advancement.  The  process  for 
evaluating  new  medical  service  and 
technology  applications  requires  the 
Secretary  to — 

•  Provide,  before  publication  of  a 
proposed  rule,  for  public  input 
regarding  whether  a  new  service  or 
technology  represents  an  advance  in 
medical  technology  that  substantially 
improves  the  diagnosis  or  treatment  of 
Medicare  beneficiaries; 

•  Make  public  and  periodically 
update  a  list  of  the  services  and 
technologies  for  which  applications  for 
add-on  payments  are  pending; 

•  Accept  comments, 
recommendations,  and  data  from  the 
public  regarding  whether  a  service  or 
technology  represents  a  substantial 
clinical  improvement;  and 

•  Provide,  before  publication  of  a 
proposed  rule,  for  a  meeting  at  which 
organizations  representing  hospitals, 
physicians,  manufacturers,  and  any 
other  interested  party  may  present 
comments,  recommendations,  and  data 
regarding  whether  a  new  medical 
service  or  technology  represents  a 
substantial  clinical  improvement  to  the 
clinical  staff  of  CMS. 

In  order  to  provide  an  opportunity  for 
public  input  regarding  add-on  payments 
for  new  medical  services  and 
technologies  for  FY  2010  prior  to 
publication  of  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule,  we 
published  a  notice  in  the  Federal 
Register  on  November  28,  2008  (73  FR 
72490),  and  held  a  town  hall  meeting  at 
the  CMS  Headquarters  Office  in 
Baltimore,  MD,  on  February  17,  2009.  In 
the  announcement  notice  for  the 
meeting,  we  stated  that  the  opinions  and 
alternatives  provided  during  the 
meeting  would  assist  us  in  our 
evaluations  of  applications  by  allowing 
public  discussion  of  the  substantial 
clinical  improvement  criterion  for  each 


of  the  FY  2010  new  medical  service  and 
technology  add-on  payment 
applications  before  the  publication  of 
the  FY  2010  IPPS  proposed  rule. 

Approximately  90  individuals 
registered  to  attend  the  town  hall 
meeting  in  peVson,  while  additional 
individuals  listened  ever  an  open 
telephone  line.  Each  of  the  five  FY  2010 
applicants  presented  information  on  its 
technology,  including  a  discussion  of 
data  reflecting  the  substantial  clinical 
improvement  aspect  of  the  technology. 
We  considered  each  applicant’s 
presentation  made  at  the  town  hall 
meeting,  as  well  as  written  comments 
submitted  on  each  applicant’s 
application,  in  our  evaluation  of  the 
new  technology  add-on  applications  for 
FY  2010  in  the  FY  2010  proposed  rule 
and  in  this  filial  rule. 

In  response  to  the  published  notice 
and  the  new  technology  town  hall 
meeting,  we  received  two  written 
comments  regarding  applications  for  FY 
2010  new  technology  add-on  payments. 
We  summarized  these  comments  or,  if 
applicable,  indicated  that  there  were  no 
comments  received,  at  the  end  of  each 
discussion  of  the  individual  • 
applications  in  the  FY  2010  IPPS/RY 
LTCH  PPS  proposed  rule.  We  did  not 
receive  any  general  comments  about  the 
application  of  the  substantial  clinical 
improvement  criterion. 

A  further  discussion  of  our  evaluation 
of  the  applications  and  the 
documentation  for  new  technology  add¬ 
on  payments  submitted  for  FY  2010 
approval  is  provided  under  the 
specified  areas  under  this  section. 

3.  FY  2010  Status  of  Technologies 
Approved  for  FY  2009  Add-On 
Payments 

We  approved  one  application  for  new 
technology  add-on  payments  for  FY 
2009:  CardioWest™  Temporary  Total 
Artificial  Heart  System  (CardioWest™ 
TAH-t). 

SynCardia  Systems,  Inc.  submitted  an 
application  for  approval  of  the 
CardioWest™  temporary  Total 
Artificial  Heart  system  (TAH-t).  The 
TAH-t  is  a  technology  that  is  used  as  a 
bridge  to  heart  transplant  device  for 
heart  transplant-eligible  patients  with 
end-stage  biventricular  failure.  The 
TAH-t  pumps  up  to  9.5  liters  of  blood 
per  minute.  This  high  level  of  perfusion 
helps  improve  hemodynamic  function 
in  patients,  thus  making  them  better 
heart  transplant  candidates. 

The  TAH-t  was  approved  by  the  FDA 
on  October  15,  2004,  for  use  as  a  bridge 
to  transplant  device  in  cardiac 
transplant-eligible  candidates  at  risk  of 
imminent  death  from  biventricular 
failure.  The  TAH-t  is  intended  to  be 
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used  in  hospital  inpatients.  One  of  the 
FDA’s  post-approval  requirements  is 
that  the  manufacturer  agrees  to  provide 
a  post-approval  study  demonstrating 
success  of  the  device  at  one  center  can 
be  reproduced  at  other  centers.  The 
study  was  to  include  at  least  50  patients 
who  would  be  followed  up  to  1  year, 
including  (but  not  limited  to)  the 
following  endpoints:  survival  to 
transplant;  adverse  events;  and  device 
malfunction. 

In  the  past,  Medicare  did  not  cover 
artificial  heart  devices,  including  the 
TAH-t.  However,  on  May  1,  2008,  CMS 
issued  a  final  national  coverage 
determination  (NCD)  expanding 
Medicare  coverage  of  artificial  hearts 
when  they  are  implanted  as  part  of  a 
study  that  is  approved  by  the  FDA  and 
is  determined  by  CMS  to  meet  CMS’ 
Coverage  with  Evidence  Development 
(CED)  clinical  research  criteria.  (The 
final  NCD  is  available  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/mcd/ 
viewdecisionmemo.asp?id=21 1 .) 

We  indicated  in  the  FY  2009  IPPS 
final  rule  (73  FR  48555)  that,  because 
Medicare’s  previous  coverage  policy 
with  respect  to  this  device  had 
precluded  payment  from  Medicare,  we 
did  not  expect  the  costs  associated  with 
this  technology  to  be  currently  reflected 
in  the  data  used  to  determine  the 
relative  weights  of  MS-DRGs.  As  we 
have  indicated  in  the  past,  and  as  we 
discussed  in  the  FY  2009  IPPS  final 
rule,  although  we  generally  believe  that 
the  newness  period  would  begin  on  the 
date  that  FDA  approval  was  granted,  in 
cases  where  the  applicant  can 
demonstrate  a  documented  delay  in 
market  availability  subsequent  to  FDA 
approval,  we  would  consider  delaying 
the  start  of  the  newness  period.  This 
technology’s  situation  represented  such 
a  case.  We  also  noted  that  section 
1886(d)(5)(K)(ii)(II)  of  the  Act  requires 
that  we  provide  for  the  collection  of  cost 
data  for  a  new  medical  service  or 
technology  for  a  period  of  at  least  2 
years  and  no  more  than  3  years 
“beginning  on  the  date  on  which  an 
inpatient  hospital  code  is  issued  with 
respect  to  the  service  or  technology.” 
Furthermore,  the  statute  specifies  that 
the  term  “inpatient  hospital  code” 
means  any  code  that  is  used  with 
respect  to  inpatient  hospital  services  for 
which  payment  may  be  made  under  the 
IPPS  and  includes  ICD-9-CM  codes  and 
any  subsequent  revisions.  Although  the 
TAH-t  has  been  described  by  the  ICD- 
9-CM  code(s)  since  the  time  of  its  FDA 
approval,  because  the  TAH-t  had  not 
been  covered  under  the  Medicare 
program  (and,  therefore,  no  Medicare 
payment  had  been  made  for  this 
technology),  this  code  could  not  be 


“used  with  respect  to  inpatient  hospital 
services  for  which  payment”  is  made 
under  the  IPPS,  and  thus  we  assumed 
that  none  of  the  costs  associated  with 
this  technology  would  be  reflected  in 
the  Medicare  claims  data  used  to 
recalibrate  the  MS-DRG  relative  weights 
for  FY  2009.  For  this  reason,  as 
discussed  in  the  FY  2009  IPPS  final 
rule,  despite  the  FDA  approval  date  of 
the  technology,  we  determined  that 
TAH-t  would  still  be  eligible  to  be 
considered  “new”  for  purposes  of  the 
new  technology  add-on  payment 
because  the  TAH-t  met  the  newness 
criterion  on  the  date  that  Medicare 
coverage  began,  consistent  with 
issuance  of  the  final  NCD,  effective  on 
May  1,  2008. 

After  evaluation  of  the  newness,  costs, 
and  substantial  clinical  improvement 
criteria  for  new  technology  add-on 
payments  for  the  TAH-t  and 
consideration  of  the  public  comments 
we  received  on  the  FY  2009  IPPS 
proposed  rule,  we  approved  the 
TAH-t  for  new  technology  add-on 
payments  for  FY  2009  (73  FR  48557). 

We  indicated  that  we  believed  the 
TAH-t  offered  a  new  treatment  option 
that  previously  did  not  exist  for  patients 
with  end-stage  biventricular  failure. 
However,  we  indicated  that  we 
recognized  that  Medicare  coverage  of 
the  TAH-t  is  limited  to  approved 
clinical  trial  settings.  The  new 
technology  add-on  payment  status  does 
not  negate  the  restrictions  under  the 
NCD  nor  does  it  obviate  the  need  for 
continued  monitoring  of  clinical 
evidence  for  the  TAH-t.  We  remain 
interested  in  seeing  whether  the  clinical 
evidence  demonstrates  that  the  TAH-t 
continues  to  be  effective.  If  evidence  is 
found  that  the  TAH-t  may  no  longer 
offer  a  substantial  clinical  improvement, 
we  reserve  the  right  to  discontinue  new 
technology  add-on  payments,  even 
within  the  2  to  3  year  period  that  the 
device  may  still  be  considered  to  be 
new. 

The  new  technology  add-on  payment 
for  the  TAH-t  for  FY  2009  is  triggered 
by  the  presence  of  ICD-9-CM  procedure 
code  37.52  (Implantation  of  total  heart 
replacement  system),  condition  code  30, 
and  the  diagnosis  code  reflecting 
clinical  trial — V70.7  (Examination  of 
participant  in  clinical  trial).  For  FY 
2009,  we  finalized  a  maximum  add-on 
payment  of  $53,000  (that  is,  50  percent 
of  the  estimated  operating  costs  of  the 
device  of  $106,000)  for  cases  that 
involve  this  technology.  As  noted  above, 
the  TAH-t  is  still  eligible  to  be 
considered  “new”  for  purposes  of  the 
new  technology  add-on  payment 
because  the  TAH-t  met  the  newness 
criterion  on  the  date  that  Medicare 


coverage  began,  consistent  with 
issuance  of  the  final  NCD,  effective  on 
May  1,  2008. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  continue 
new  technology  add-on  payments  for 
the  TAH-t  for  FY  2010.  Therefore,  as  we 
proposed,  for  FY  2010,  we  are 
continuing  the  new  technqlogy  add-on 
payments  for  cases  involving  the 
TAH-t  in  FY  2010  with  a  maximum 
add-on  payment  of  $53,000. 

4.  FY  2010  Applications  for  New 
Technology  Add-On  Payments 

We  received  six  applications  to  be 
considered  for  new  technology  add-on 
payment  for  FY  2010.  However,  one 
applicant,  Emphasys  Medical,  withdrew 
its  application  for  the  Zephyr® 
Endobronchial  Valve  (Zephyr®  EBV) 
prior  to  the  publication  of  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule. 
Since  the  Zephyr®  EBV  application  was 
withdrawn  prior  to  the  town  hall 
meeting  and  publication  of  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule, 
we  did  not  discuss  the  application  in 
the  propqsed  rule  and  also  will  not 
discuss  it  in  this  final  rule. 

During  the  public  comment  period, 
three  additional  applicants  withdrew 
their  applications  from  further 
consideration  for  FY  2010  new 
technology  add-on  payments.  A 
discussion  and  final  determination  of 
the  remaining  two  applications  is 
presented  below. 

a.  The  AutoLITT™  System 

Monteris  Medical  submitted  an 
application  for  new  technology  add-on 
payments  for  FY  2010  for  the 
AutoLITT™.  However,  the  applicant 
withdrew  its  application  for  new 
technology  add-on  payments  during  the 
public  comment  period. 

Comment:  One  commenter  supported 
the  AutoLITT™  application.  The 
commenter  stated  that  AutoLITT™ 
represented  an  advance  because  it 
provides  the  ability  to  “steer  and  rotate 
the  beam  to  the  size  and  shape  of  the 
tumor”  and  that  such  ability  is  a 
significant  advance  from  the  current 
non-directional  systems.  The 
commenter  noted  that  it  had  “no 
longitudinal  or  systemic  studies  to 
verify  precisely  the  degree  of 
improvement  in  patient  care,”  but  that 
use  of  the  AutoLITT™  had  led  to  a 
quicker  recovery  time  and  fewer 
complications  in  its  experience  with  the 
device.  Specifically,  the  commenter 
stated  that  it  was  able  to  discharge 
patients  within  24  to  48  hours  which  is 
faster  than  with  traditional  therapies. 

Response:  We  appreciate  the 
commenter’s  response  to  the  proposed 
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rule.  We  note  again  that  the  applicant 
withdrew  its  application  from 
consideration  for  new  technology  add¬ 
on  payments  for  FY  2010.  Accordingly, 
we  are  not  providing  a  response  to  the 
comment. 

b.  CLOLAR®  (Clofarabine)  Injection 

Genzyme  Oncology  submitted  an 
application  for  new  technology  add-on 
payments  for  FY  2010  for  CLOLAR® 
(clofarabine)  injection.  However,  the 
applicant  withdrew  its  application  for 
new  technology  add-on  payments 
during  the  public  comment  period.  In 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  in  section  II.I.4.b.  of  the 
preamble,  we  included  a  detailed 
discussion  relating  to  our  policy  for 
determining  whether  a  new  technology 
is  substantially  similar  to  an  existing 
technology  in  our  analysis  of  whether 
CLOLAR  would  meet  the  newness 
criterion.  Because  the  CLOLAR 
application  has  been  withdrawn,  we 
will  not  make  a  determination  regarding 
substantially  similarity  to  determine 
newness  for  that  application.  Instead, 
we  have  provided  our  discussion  of 
substantial  similarity  below  and  have 
summarized  and  responded  to 
comments  received  on  that  topic. 

Substantial  Similarity  Discussion 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  stated  that  the 
newness  criterion  is  intended  to  apply 
to  technologies  that  have  been  available 
to  Medicare  beneficiaries  for  no  more 
than  2  to  3  years.  Therefore,  a 
technology  that  applies  for  a 
supplemental  FDA  approval  must 
demonstrate  that  the  new  approval  is 
not  substantially  similar  to  the  prior 
approval. 

As  discussed  above,  the  new 
technology  add-on  payment  is  available 
to  new  medical  services  or  technologies 
that  satisfy  the  three  criteria  set  forth  in 
our  regulations  at  §  412.87(b)  (that  is, 
newness,  high-costs,  and  substantial 
clinical  improvement).  Typically,  we 
begin  our  analysis  with  an  evaluation  of 
whether  an  applicant’s  technology 
meets  what  we  refer  to  as  the  “newness 
criterion”  under  §  412.87(h)(2)  (that  is, 
whether  Medicare  data  are  available  to 
fully  reflect  the  cost  of  the  technology 
in  the  MS-DRG  weights  through 
recalibration).  Generally,  we  believe  that 
the  costs  of  a  technology  begin  to  be 
reflected  in  the  hospital  charge  data 
used  to  recalibrate  the  MS-DRG  relative 
weights  when  the  technology  becomes 
available  on  the  market,  usually  on  or 
soon  after  the  date  on  which  it  receives 
FDA  approval. 

Congress  provided  for  the  new 
technology  add-on  payment  in  order  to 
ensure  that  Medicare  beneficiaries  have 


access  to  new  technologies.  As 
discussed  previously,  there  often  is  a  lag 
time  of  2  to  3  years  before  the  costs  of 
new  technologies  are  reflected  in  the 
recalibration  of  the  relevant  MS-DRGs. 
Because  a  new  technology  often  has 
higher  costs  than  existing  technologies, 
during  this  lag  time  the  current  MS- 
DRG  payment  may  not  adequately 
reflect  the  costs  of  the  new  technology. 
The  new  technology  add-on  payment 
addresses  this  concern  by  ensuring  that 
hospitals  receive  an  add-on  payment 
under  the  IPPS  for  costly  new 
technologies  that  represent  a  substantial 
clinical  improvement  over  existing 
technologies  until  such  time  when  the 
cost  of  the  technology  is  reflected 
within  the  MS-DRG  relative  weights. 
When  an  existing  technology  receives 
FDA  approval  for  a  new  indication, 
similar  concerns  may  arise.  If,  prior  to 
the  FDA  approval  for  the  new 
indication,  the  technology  has  not  been 
used  to  treat  Medicare  patients  for 
purposes  consistent  with  the  new 
indication,  the  relevant  MS-DRGs  may 
not  reflect  the  cost  of  the  technology. 
Consequently,  Medicare  beneficiaries 
may  not  have  adequate  access  to  the 
technology  when  used  for  purposes 
consistent  with  the  new  indication. 
Allowing  the  new  technology  add-on 
payment  for  the  technology  when  used 
for  the  new  indication  would  address 
this  concern.  For  these  reasons,  we 
believe  that  treating  an  existing 
technology  as  “new”  when  approved  by 
the  FDA  for  a  new  indication  may  be 
warranted  under  certain  circumstances. 

In  the  September  7,  2001  final  rule  (66 
FR  46915),  we  stated  that  a  new  use  of 
an  existing  technology  may  be  eligible 
for  the  new  technology  add-on  payment 
under  certain  conditions.  In  the  FY.2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule, 
we'stated  that  we  believe  it  is 
appropriate  to  consider  an  existing 
technology  for  the  new  technology  add¬ 
on  payments  when  its  new  use  is  not 
substantially  similar  to  existing  uses  of 
the  technology.  In  the  FY  2006  EPPS 
final  rule  (70  FR  47351),  we  explained 
our  policy  regarding  substantial 
similarity  in  detail  and  its  relevance  for 
assessing  if  the  hospital  charge  data 
used  in  the  development  of  the  relative 
weights  for  the  relevant  DRGs  reflect  the 
costs  of  the  technology.  In  that  final 
rule,  we  stated  that,  for  determining 
substantial  similarity,  we  consider  (1) 
whether  a  product  uses  the  same  or  a 
similar  mechanism  of  action  to  achieve 
a  therapeutic  outcome,  and  (2)  whether 
a  product  is  assigned  to  the  same  or  a 
different  DRG.  We  indicated  that  both  of 
the  above  criteria  should  be  met  in  order 
for  a  technology  to  be  considered 


“substantially  similar”  to  an  existing 
technology.  However,  in  that  same  final 
rule,  we  also  noted  that,  due  to  the 
complexity  of  issues  regarding  the 
substantial  similarity  component  of  the 
newness  criterion,  it  may  be  necessary 
to  exercise  flexibility  when  considering 
whether  technologies  are  substantially 
similar  to  one  another.  Specifically,  we 
stated  that  we  may  consider  additional 
factors  depending  on  the  circumstances 
specific  to  each  application. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  stated  that  we 
believe  that  in  determining  whether  a 
new  use  of  an  existing  technology  is 
substantially  similar  to  existing  uses  of 
the  technology,  it  may  be  relevant  to 
consider  not  only  the  two  criteria 
discussed  in  the  FY  2006  IPPS  final 
rule,  but  also  certain  additional  factors. 
Specifically,  we  stated  that  it  may  also 
be  appropriate  to  analyze  whether,  as 
compared  to  existing  uses  of  the 
technology,  the  new  use  involves  the 
treatment  of  the  same  or  similar  type  of 
disease  and  the  same  or  similar  patient 
population.  Accordingly,  we  proposed 
to  add  a  third  factor  of  consideration  to 
our  analysis  of  whether  a  new 
technology  is  substantially  similar  to 
one  or  more  existing  technologies. 
Specifically,  we  proposed  to  consider 
whether  the  new  use  of  the  technology 
involves  the  treatment  of  the  same  or 
similar  type  of  disease  and  the  same  or 
similar  patient  population  (74  FR 
24130)  in  addition  to  considering  the 
already  established  factors  described  in 
the  FY  2006  IPPS  final  rule.  We 
explained  that  if  all  three  components 
are  present  and  the  new  use  is  deemed 
substantially  similar  to  one  or  more  of 
the  existing  uses  of  the  technology  (that 
is  beyond  the  newness  period),  we 
would  conclude  that  the  technology  is 
not  new  and,  therefore,  is  not  eligible 
for  the  new  technology  add-on  payment. 
In  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  noted  that  we 
considered,  but  rejected,  the  inclusion 
of  the  third  factor  in  the  FY  2006  IPPS 
final  rule  on  the  grounds  that  we 
believed  that  it  was  more  relevant  to 
analyze  whether  the  costs  of  the 
technology  were  already  reflected  in  the 
relative  weights  of  the  MS-DRGs. 
However,  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  we  stated  that 
upon  further  consideration,  we  believe 
that  both  the  type  of  disease  and  patient 
,  population  for  which  a  technology  is 
used  are  also  relevant  in  determining 
whether  one  indication  of  a  technology 
is  “substantially  similar”  to  another. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  noted  that  the 
discussion  of  substantial  similarity  in 
the  FY  2006  IPPS  final  rule  related  to 
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comparing  two  separate  technologies 
made  by  different  manufacturers. 
Nevertheless,  we  stated  that  the  criteria 
discussed  in  the  FY  2006  IPPS  final  rule 
also  are  relevant  when  comparing  the 
similarity  between  a  new  use  and 
existing  uses  of  the  same  technology  (or 
a  very  similar  technology  manufactured 
by  the  same  manufacturer).  In  other 
words,  we  stated  that  it  is  necessary  to 
establish  that  the  new  indication  for 
which  the  technology  has  received  FDA 
approval  is  not  substantially  similar  to 
that  of  the  prior  indication.  We 
explained  that  Such  a  distinction  is 
necessary  to  determine  the  appropriate 
start  date  of  the  newness  period  in 
evaluating  whether  the  technology 
would  qualify  for  add-on  payments  (that 
is,  the  date  of  the  “new”  FDA  approval 
or  that  of  the  prior  approval),  or  whether 
the  technology  could  qualify  for 
separate  new  technology  add-on 
payments  under  each  indication. 

Comment:  Several  commenters 
supported  our  proposal  to  add  a  third 
factor  of  consideration  to  our  analysis  of 
whether  a  technology  is  substantially 
similar  to  another  technology  or  to  a 
previous  version  of  the  same  technology 
with  a  new  FDA  indication.  The 
commenters  commended  CMS  for 
proposing  to  add  the  third  factor  and 
encouraged  CMS  to  apply  all  three 
factors  to  future  decisions  regarding 
proposed  new  technologies.  One 
commenter  encouraged  CMS  to  consider 
codifying  all  three  substantial  similarity 
factors  in  the  regulations.  Another 
commenter  asked  that  CMS  clarify 
whether  the  proposed  criterion  applied 
both  to  products  that  receive  a  second 
or  follow-on  indication  as  well  as  to 
separate  and  distinct  products  that  have 
the  same  or  similar  mechanism  of 
action,  but  are  intended  to  treat  a 
separate  disease  or  patient  population. 
The  commenter  also  noted  that,  in  FY 
2006,  it  recommended  that  CMS  include 
an  additional  factor  when  determining 
whether  products  were  substantially 
similar,  specifically,  whether  the 
products  conferred  the  same  level  of 
substantial  clinical  improvement.  The 
commenter  asserted  that  the  addition  of 
this  would  “ensure  that  products  found 
to  represent  a  true  advancement  in 
clinical  care — even  if  they  utilize  a 
similar  mechanism  of  action,  could  be 
eligible  for  new  technology  add-on  * 
payments.” 

Response:  We  thank  the  commenters 
for  their  support  of  our  proposal. 

In  response  to  the  comment  asking  for 
clarification  about  whether  the 
proposed  additional  factor  under 
substantial  similarity  would  apply 
solely  to  a  technology  approved  for  a 
new  indication  or  to  two  separate  and 


distinct  products,  we  refer  the 
commenter  to  our  discussion  above  in 
which  we  stated,  “the  discussion  of 
substantial  similarity  in  the  FY  2006 
IPPS  final  rule  related  to  comparing  two 
separate  technologies  made  by  different 
manufacturers.  Nevertheless,  we  believe 
the  criteria  discussed  in  the  FY  2006 
IPPS  final  rule  also  are  relevant  when 
comparing  the  similarity  between  a  new 
use  and  existing  uses  of  the  same 
technology  (or  a  very  similar  technology 
manufactured  by  the  same 
manufacturer).  In  other  words,  we 
believe  that  it  is  necessary  to  establish 
that  the  new  indication  for  which  the 
technology  has  received  FDA  approval 
is  not  substantially  similar  to  that  of  the 
prior  indication.”  Therefore,  all  three 
factors  of  substantial  similarity  will 
apply  in  both  scenarios. 

In  response  to  the  comment  that 
suggested  we  analyze  whether  two 
•  products  (or  one  product  with  two 
different  indications)  confer  the  same 
level  of  substantial  clinical 
improvement,  we  note  that  substantial 
similarity  is  considered  under  the 
newness  criterion  (that  is,  to  determine 
if  a  technology  may  still  be  considered 
“new”  for  purposes  of  the  new 
technology  add-on  payment).  As  we 
stated  in  FY  2006  final  IPPS  rule,  we 
base  our  decisions  about  new 
technology  add-on  payments  on  a 
logical  sequence  of  determinations 
moving  from  the  newness  criterion  to 
the  cost  criterion  and  finally  to  the 
substantial  clinical  improvement 
criterion.  Specifically,  we  do  not  make 
determinations  about  substantial 
clinical  improvement  unless  a  product 
has  already  been  determined  to  be  new 
and  to  meet  the  cost  criterion. 

Therefore,  we  are  reluctant  to  import 
substantial  clinical  improvement 
considerations  into  the  logical  prior 
decision  about  whether  technologies  are 
new.  Furthermore,  while  we  make 
separate  determinations  about  whether 
similar  products  meet  the  substantial 
clinical  improvement  criterion,  we  do 
not  believe  that  it  would  be  appropriate 
to  make  determinations  about  whether 
one  product  or  another  is  clinically 
superior. 

In  response  to  the  comment  that 
suggested  that  we  codify  the  factors  we 
use  to  evaluate  substantial  similarity, 
we  note  that  we  did  not  propose  to 
amend  the  new  technology  add-on 
regulations  in  the  proposed  rule. 
However,  we  will  consider  making  such 
a  proposal  in  a  future  rulemaking 
period. 

We  are  finalizing  our  proposal  to  add 
a  third  factor  of  consideration  to  our 
analysis  of  whether  a  new  technology  is 
substantially  similar  to  one  or  more 


existing*technologies.  Specifically,  in 
making  a  determination  of  whether  a 
new  technology  is  substantially  similar 
to  an  existing  technology,  we  will 
consider  whether  the  new  use  of  the 
technology  involves  the  treatment  of  the 
same  or  similar  type  of  disease  and  the 
same  or  similar  patient  population  (74 
FR  24130),  in  addition  to  considering 
the  already  established  factors  described 
in  the  FY  2006  IPPS  final  rule  (that  is, 

(1)  whether  a  product  uses  the  same  or 
a  similar  mechanism  of  action  to 
achieve  a  therapeutic  outcome;  and  (2) 
whether  a  product  is  assigned  to  the 
same  or  a  different  DRG). 

c.  LipiScan™  Coronary  Imaging  System 

InfraReDx,  Inc.  submitted  an 
application  for  new  technology  add-on 
payments  for  FY  2010  for  the 
LipiScan™  Coronary  Imaging  System 
(LipiScan™).  The  LipiScan™  device  is 
a  diagnostic  tool  that  uses  Intravascular 
Near  Infrared  Spectroscopy  (INIRS) 
during  a  cardiac  catheterization  to  scan 
the  artery  wall  in  order  to  determine 
coronary  plqque  composition.  The 
purpose  of  the  device  is  to  identify 
lipid-rich  areas  in  the  artery  because 
such  areas  have  been  shown  to  be  more 
prone  to  rupture.  The  procedure  does 
not  require  flushing  or  occlusion  of  the 
artery.  INIRS  identifies  the  chemical 
content  of  plaque  by  focusing  near 
infrared  light  at  the  vessel  wall  and 
measuring  reflected  light  at  different 
wavelengths  (that  is,  spectroscopy).  The 
LipiScan™  system  collects 
approximately  1,000  measurements  per 
12.5  mm  of  pullback,  with  each 
measurement  interrogating  an  area  of  1 
to  2  mm2  of  lumen  surface 
perpendicular  to  the  longitudinal  axis  of 
the  catheter.  When  the  catheter  is  in 
position,  the  physician  activates  the 
pullback  and  rotation  device  and  the 
scan  is  initiated  providing  360  degree 
images  of  the  length  of  the'  artery.  The 
rapid  acquisition  speed  for  the  image 
freezes  the  motion  of  the  heart  and 
permits  scanning  of  the  artery  in  less 
than  2  minutes.  When  the  catheter 
pullback  is  completed,  the  console 
displays  the  scan  results,  which  are 
referred  to  as  a  “chemogram”  image. 

The  chemogram  image  requires  reading 
by  a  trained  user,  but,  according  to  the 
applicant,  was  designed  to  be  simple  to 
interpret. 

With  regard  to  the  newness  criterion, 
the  LipiScan™  received  a  51  OK  FDA 
clearance  for  a  new  indication  on  April 
25,  2008,  and  was  available  on  the 
market  immediately  thereafter.  On  June 
23,  2006,  InfraReDx,  Inc.  was  granted  a 
510K  FDA  clearance  for  the  “InfraReDx 
Near  Infrared  (NIR)  Imaging  System.” 
Both  devices  are  under  the  common 
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name  of  “Near  Infrared  Imaging 
System”  according  to  the  510K 
summary  document  from  the  FDA. 
However,  the  InfraReDx  NIR  Imaging 
System  device  that  was  approved  by  the 
FDA  in  2006  was  approved  “for  the  near 
infrared  imaging  of  the  coronary 
arteries,”  whereas  the  LipiScan™ 
device  cleared  by  the  FDA  in  2008  is  for 
a  modified  indication.  The  modified 
indication  specified  that  LipiScan™  is 
“intended  for  the  near-infrared 
examination  of  coronary  arteries  *  *  *, 
the  detection  of  lipid-core-containing 
plaques  of  interest  *  *  *  [and]  for  the 
assessment  of  coronary  artery  lipid  core 
burden.” 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24132),  we 
expressed  our  concerns  regarding 
whether  LipiScan™  is  substantially 
similar  to  its  predicate  device  that  was 
approved  by  FDA  in  2006.  Specifically, 
it  appears  that  the  two  devices,  which 
are  manufactured  by  the  same  company, 
do  not  differ  in  either  design  or 
functionality,  according  to  the  approval 
order  documents  from  the  FDA.  In  the 
2008  approval  order,  the  FDA  stated, 
“The  LipiScan  Coronary  Imaging 
System  utilizes  the  same  basic  catheter 
design  as  the  predicate,  the  InfraReDx 
NIR  Imaging  System  (June  23,  2006). 


These  devices  have  a  similar  intended 
use,  use  the  same  operating  principal, 
incorporate  the  same  basic  catheter 
design,  have  the  same  shelf  life,  and  are 
packaged  using  the  same  materials  and 
processes.  The  modifications  from  the 
InfraReDx  NIR  Imaging  System  to  the 
LipiScan  Coronary  Imaging  System  are 
the  improved  catheter  design,  improved 
user  interface  (including  PBR  and 
console),  and  the  additional  testing 
required  to  support  an  expanded 
indication  for  use.”  Therefore,  it 
appears  that  the  only  difference  between 
the  two  approvals  may  be  a 
modification  of  the  intended  use. 

As  mentioned  earlier  in  our 
discussion  of  substantial  similarity  in 
section  II.I.4.b.  of  this  final  rule,  our 
policy  regarding  substantial  similarity 
discussed  in  the  FY  2006  final  rule  (70 
FR  47351  through  47532)  outlined  two 
criteria  as  it  relates  to  two  separate 
technologies  that  are  made  by  different 
manufacturers  that  were  used  to  guide 
our  determination  of  whether  two 
technologies  were  substantially  similar 
to  one  another.  Although  the 
LipiScan™  is  a  diagnostic  device  and 
not  a  therapeutic  device  we  believe  that 
the  substantial  similarity  component  of 
the  newness  criterion  still  applies. 

Both  the  prior  and  the  new  FDA 
indications  for  LipiScan™  use  the  same 


or  a  similar  mechanism  of  action  to 
achieve  a  desired  therapeutic  outcome, 
and  both  treat  patients  that  would 
generally  be  assigned  to  the  same  MS- 
DRG.  Similarly,  both  indications  of 
LipiScan™  are  intended  to  treat  the 
same  disease  in  the  same  patient 
population.  Consequently,  in  the  2010 
IPPS/RY  2010  LTCH  PPPS  proposed 
rule,  we  stated  that  we  have  concerns  as 
to  whether  or  not  the  two  intended  uses 
are  substantially  similar,  especially 
considering  that  the  technologies  appear 
essentially  identical.  In  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule, 
we  welcomed  public  comment  on 
whether  or  not  the  latest  51  OK  FDA 
clearance  should  be  considered 
“substantially  similar”  to  its  predicate 
technology  approved  by  the  FDA  in 
2006  (74  FR  24133)., 

Comment:  One  commenter,  the 
manufacturer,  gave  comments  regarding 
whether  LipiScan™  was  substantially 
similar  to  its  predicate  device  and 
whether  it  met  the  newness  criterion  for 
new  technology  add-on  payments.  The 
manufacturer  included  the  following 
table  to  illustrate  the  differences 
between  the  version  of  the  device  that 
was  approved  in  2006  and  the  version 
that  was  approved  in  2008: 


2006  NIRS  device 

Marketed  2008  LipiScan 

Console  . 

Catheter  .... 
Algorithm  ... 

No  display  of  results  of  scan  . . 

Saline-filled  with  microbubble  problem  obscuring  many  scans  ... 
No  algorithmic  processing  of  NIR  signals — no  means  of  certi¬ 
fying  that  lipid  core  plaque  is  present. 

Results  displayed  immediately. 

Air-filled  with  no  microbubble  problem. 

Algorithm  validated  in  over  1,000  autopsy  measurements  prov¬ 
ing  that  NIRS  can  detect  lipid  core  plaque,  and  providing  di¬ 
agnosis  of  lipid  core  plaque  to  the  MD  during  the  case. 

In  addition,  the  commenter  asserted 
that  the  version  of  the  device  that  was 
approved  by  the  FDA  in  2006  was 
“never  marketed,  donated  or  sold  to 
hospitals  because  it  had  numerous 
shortcomings  that  were  not  overcome 
until  [the  date  of  its  second  FDA 
clearance,  April  25,  2008].”  Finally,  the 
coijimenter  noted  that  Medicare  claims 
do  not  contain  any  charge  for 
LipiScan™  prior  to  that  date. 

Response:  Because  the  manufacturer 
has  provided  statements  that 
LipiScan™  was  not  marketed  until  after 
its  second  FDA  clearance,  we  believe 
that  it  is  no  longer  necessary  to 
determine  whether  the  version  of  the 
device  that  was  cleared  by  the  FDA  in 
2008  is  substantially  similar  to  that 
which  was  cleared  in  2006.  As  noted  by 
the  applicant,  CMS  uses  the  date  of  FDA 
approval  or  the  date  that  a  technology 
is  marketed  (if  the  manufacturer  can 
document  there  was  a  delay  in  bringing 
the  technology  to  market  after  FDA 


approval)  and  thus  available  to 
Medicare  beneficiaries  as  the  start  of  the 
newness  period.  In  this  case,  the 
manufacturer  has  provided  such 
documentation.  Therefore,  we  believe 
that  based  on  the  evidence  that  supports 
that  LipiScan™  was  not  marketed  or 
otherwise  available  to  Medicare 
beneficiaries  until  April  25,  2008, 
LipiScan™  meets  the  newness  criterion. 

We  note  that  the  LipiScan™ 
technology  is  identified  by  ICD-9-CM 
procedure  code  38.23  (Intravascular 
spectroscopy),  which  became  effective 
October  1,  2008,  and  cases  involving  the 
use  of  this  device  generally  map  to  MS- 
DRG  246  (Percutaneous  Cardiovascular 
Procedures  with  Drug-Eluting  Stent(s) 
with  MCC  or  4+  Vessels/Stents);  MS- 
DRG  247  (Percutaneous  Cardiovascular 
Procedures  with  Drug-Eluting  Stent(s) 
without  MCC);  MS-DRG  248  i 

(Percutaneous  Cardiovascular 
Procedures  with  Non-Drug-Eluting 
Stenfisjftoith  MCC  or  4+  Vessels/Stents); 


MS-DRG  249  (Percutaneous 
Cardiovascular  Procedures  with  Non- 
Drug-Eluting  Stent(s)  without  MCC); 
MS-DRG  250  (Percutaneous 
Cardiovascular  Procedures  without 
Coronary  Artery  Stent  with  MCC);  and 
MS-DRG  251  (Percutaneous 
Cardiovascular  Procedures  without 
Coronary  Artery  Stent  without  MCC). 

In  an  effort  to  demonstrate  that  the 
technology  meets  the  cost  criterion,  the 
applicant  used  the  FY  2009  After 
Outliers  Removed  (AOR)  file  (posted  on 
the  CMS  Web  site)  for  cases  potentially 
eligible  for  LipiScan™.  The  applicant 
believes  that  every  case  within  DRGs 
246,  247,  248,  249,  250,  and  251  are 
eligible  for  LipiScan™.  In  addition,  the 
applicant  believes  that  LipiScan™  will 
be  evenly  distributed  across  patients  in 
each  of  the  six  MS-DRGs  (16.6  percent 
within  each  MS-DRG).  Using  data  from 
the  AOR  file,  the  applicant  found  the 
average  standardized  charge  per  case  for 
MS-DRGs  246,  247,  248,  249,  250,  and 
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251  was  $65,364,  $42,162,  $58,754, 
$37,048,  $61,016,  and  $35,878 
respectively,  equating  to  an  average 
standardized  charge  per  case  of  $50,037. 
The  applicant  indicated  that  the  average 
standardized  charge  per  case  does  not 
include  charges  related  to  LipiScan™; 
therefore,  it  is  necessary  to  add  the 
charges  related  to  the  device  to  the 
average  standardized  charge  per  case  in 
evaluating  the  cost  threshold  criterion. 
Although  the  applicant  submitted  data 
related  to  the  estimated  cost  of 
LipiScan™  per  case,  the  applicant 
noted  that  the  cost  of  the  device  was 
proprietary  information.  Based  on  a 
sampling  of  two  hospitals  that  have 
used  the  device,  the  applicant  used  a 
markup  of  120  percent  of  the  costs  and 
estimates  $5,280  in  charges  related  to 
LipiScan™.  Because  the  applicant 
lacked  a  significant  sample  of  cases  to 
determine  the  charges  associated  with 
the  device,  we  expressed  our  concerns 
in  the  proposed  rule  as  to  whether  or 
not  the  estimate  of  $5,280  in  charges 
related  to  the  device  was  a  valid 
estimate  (74  FR  24133). 

Adding  the  estimated  charges  related 
to  the  drug  to  the  average  standardized 
charge  per  case  (based  on  the  case 
distribution  from  the  applicant’s  2009 
AOR  analysis)  results  in  a  case-weighted 
average  standardized  charge  per  case  of 
$55,317  ($50,037  plus  $5,280).  Using 
the  FY  2010  thresholds  published  in 
Table  10  (73  FR  58008),  the  case- 
weighted  threshold  for  MS-DRGs  246, 
247,  248,  249,  250,  and  251  was  $53,847 
(all  calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
case-weighted  average  standardized 
charge  per  case  for  the  applicable  MS- 
DRGs  exceed  the  case-weighted 
threshold  amount,  the  applicant 
maintains  that  LipiScan™  would  meet 
the  cost  criterion.  In  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule,  we 
invited  public  comment  on  whether  or 
not  LipiScan™  meets  the  cost  criterion. 

Comment:  One  commenter,  the 
applicant,  submitted  comments 
regarding  whether  LipiScan™  meets  the 
cost  criterion.  The  commenter  noted 
that  LipiScan™  is  now  used  in  11 
hospitals,  10  of  which  are  non- 
Department  of  Veterans  Affairs  (VA) 
hospitals.  This  represented  an  increase 
from  the  two  hospitals  it  noted  in  its 
application  when  the  applicant 
submitted  it  in  November  2008.  Based 
on  a  sampling  of  all  10  non-VA 
hospitals  that  are  actively  using  the 
device,  the  applicant  determined  that 
the  average  charge  for  the  device  was 
$7,497.  Using  the  same  methodology 
from  the  proposed  rule  and  the  AOR  file 
from  the  FY  2010  proposed  rule  (posted 
on  the  CMS  Web  site)  instead  of  the  FY 


2009  final  rule  AOR  file,  the  applicant 
determined  a  case-weighted  average 
standardized  charge  of  $47,059  for  MS- 
DRGs  246-251.  Based  on  charge  data 
from  these  10  hospitals,  the  applicant 
determined  a  mean  charge  of  $7,497  for 
the  LipiScan™  device.  The  applicant 
added  the  average  charge  of  the  device 
to  the  charge  per  case  and  determined 
an  average  case-weighted  charge  per 
case  of  $54,556  ($47,059  plus  $7,497). 
Based  on  the  Table  10  thresholds 
published  in  the  proposed  rule  (74  FR 
24570),  the  case- weighted  threshold  for 
MS-DRGs  246-251  was  $52,881. 

Because  the  case- weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceed  the  case- 
weighted  threshold  amount,  the 
applicant  maintains  that  based  on  this 
analysis  the  LipiScan™  would  meet  the 
cost  criterion. 

In  addition,  the  applicant  stated  that 
it  analyzed  Hospital  Cost  Report 
Information  System  (“HCRIS”)  data 
from  2007.  Specifically,  the  applicant 
searched  for  the  100  cardiac 
catheterization  labs  that  had  the  highest 
volume  of  cases  in  the  United  States. 
Based  on  the  HCRIS  data  from  these  100 
labs,  the  applicant  determined  the  mean 
cost-to-charge  ratio  was  0.204  with  a 
mark-up  of  490  percent  yielding  a 
charge  of  $11,760  for  LipiScan™. 
Assuming  that  the  LipiScan™  device 
was  marked-up  490  percent,  the  case- 
weighted  average  standardized  charge 
per  case  for  cases  involving  the  use  of 
LipiScan™  would  be  $58,819  ($47,059 
plus  $11,760)  across  MS-DRGs  246- 
251.  Similar  to  the  above  computation, 
based  on  the  Table  10  thresholds 
published  in  the  proposed  rule  (74  FR 
24570),  the  case-weighted  threshold  for 
MS-DRGs  246-251  was  $52,881. 

Because  the  case-weighted  average 
standardized  charge  per  case  for  the 
applicable  MS-DRGs  exceed  the  case- 
weighted  threshold  amount,  the 
applicant  maintains  that  based  on  this 
analysis  the  LipiScan™  would  also 
meet  the  cost  criterion. 

Response:  We  thank  the  commenter 
for  the  updated  analyses.  As  noted 
above  in  its  comment,  the  applicant 
determined  the  case-weighted  threshold 
using  Table  10  thresholds  from  the 
proposed  rule.  The  thresholds  in  Table 
10  published  in  the  proposed  rule  are 
for  applicants  for  new  technology  add¬ 
on  payments  for  FY  2011.  The  correct 
case-weighted  threshold  to  be  used  to 
evaluate  FY  2010  proposals  is  the  same 
threshold  ($53,847)  that  the  applicant 
used  in  its  analysis  from  the  proposed 
rule,  which  is  based  on  Table  10 
thresholds  for  FY  2010  applicants  (as 
noted  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule).  Nevertheless, 


under  the  applicant’s  updated  analysis 
using  the  Table  10  threshold  for  FY 
2010  applicants,  the  case-weighted 
average  standardized  charge  per  case  in 
either  of  the  two  analyses  above  (in  the 
applicant’s  comment)  would  exceed  the 
case- weighted  Table  10  threshold  of 
$53,847. 

We  reviewed  all  three  analyses  that 
the  applicant  submitted  (one  in  the 
proposed  rule  and  two  in  its  comment) 
and,  based  on  all  three  analyses,  we 
agree  that  the  applicant  meets  the  cost 
criterion. 

With  regard  to  substantial  clinical 
improvement,  the  applicant  maintains 
that  the  device  meets  this  criterion  for 
the  following  reasons.  The  applicant 
noted  that  the  September  1,  2001  final 
rule  states  that  one  facet  of  the  criterion 
for  substantial  clinical  improvement  is 
“the  device  offers  the  ability  to  diagnose 
a  medical  condition  in  a  patient 
population  where  the  medical  condition 
is  currently  undetectable  or  offers  the 
ability  to  diagnose  a  medical  condition 
earlier  in  a  patient  population  than 
allowed  by  currently  available  methods. 
There  must  also  be  evidence  that  use  of 
the  device  to  make  a  diagnosis  affects 
the  management  of  the  patient”  (66  FR 
46914).  The  applicant  believes  that 
LipiScan™  meets  all  facets  of  this 
criterion.  The  applicant  asserted  that  the 
device  is  able  to  detect  a  condition  that 
is  not  currently  detectable.  The 
applicant  explained  that  LipiScan™  is 
the  first  device  of  its  kind  to  be  able  to 
detect  lipid-core-containing  plaques  and 
to  assess  coronary  artery  lipid  core 
burden.  The  applicant  further  noted  that 
FDA,  in  its  approval  documentation,  has 
indicated  that  “This  is  the  first  device 
that  can  help  assess  the  chemical 
makeup  of  coronary  artery  plaques  and 
help  doctors  identify  those  of  particular 
concern.” 

In  addition,  the  applicant  stated  that 
the  LipiScan™  chemogram  permits  a 
clinician  to  detect  lipid-core-containing 
plaques  in  the  coronary  arteries 
compared  to  other  currently  available 
devices  that  do  not  have  this  ability. 

The  applicant  explained  that  the 
angiogram,  the  conventional  test  for 
coronary  atherosclerosis,  shows  only 
minimal  coronary  narrowing.  However, 
the  applicant  indicated  that  the 
LipiScan™  chemogram  has  the  ability 
to  reveal  when  an  artery  contains 
extensive  lipid-core-containing  plaque 
at  an  earlier  stage. 

The  applicant  also  noted  that  the 
device  has  the  ability  to  allow  providers 
to  make  a  diagnosis  that  better  affects 
the  management  of  the  patient. 
^Specifically,  the  applicant  explained 
that  the  chemogram  results  are  available 
to  the  interventional  cardiologist  during 
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the  PCI  procedure,  and  have  been  found 
to  be  useful  in  decision-making.  In  their 
application,  the  applicant  stated  that 
physicians  have  reported  changes  in 
therapy  based  on  LipiScan™  findings  in 
20  to  50  percent  of  patients.  The 
applicant  further  stated  in  their 
application  that  the  most  common  use 
of  LipiScan™  results  has  been  for 
selection  of  the  length  of  artery  to  be 
stented.  In  some  cases  a  longer  stent  has 
been  used  when  there  is  a  lipid-core- 
containing  plaque  adjacent  to  the  area 
that  is  being  stented  because  a  flow- 
limiting  stenosis  is  present.  Therefore, 
the  applicant  contends  that  the  use  of 
LipiScan™  by  clinicians  to  select  the 
length  of  artery  to  be  stented  and  as  an 
aid  in  selection  of  intensity  of  lipid- 
altering  therapy,  demonstrates  that 
LipiScan™  affects  the  management  of 
patients. 

The  applicant  also  submitted 
commentary  from  Interventional 
Cardiologists  (a  group  of  clinicians  who 
currently  utilize  the  LipiScan™  device) 

-  explaining  the  clinical  benefits  of  the 
device.  The  applicant  further  noted  that 
the  device  may  have  other  potential 
uses  that  would  be  of  clinical  benefit, 
and  studies  are  currently  being  . 
conducted  to  investigate  these  other 
potential  uses.  The  applicant  explained 
that  LipiScan™  offers  promise  as  a 
means  to  enhance  progress  against  the 
two  leading  problems  in  coronary 
disease  management:  (1)  The 
unacceptably  high  rate  of  second  events 
that  occur  even  after  catheterization, 
revascularization,  and  the  institution  of 
optimal  medical  therapy:  and  (2)  the 
failure  to  diagnose  coronary  disease 
early,  which  results  in  sudden  death  or 
myocardial  infarction  being  the  first 
sign  of  the  disease  in  most  patients.  The 
applicant  further  stated  that  the 
identification  of  coronary  lipid-core- 
containing  plaques,  which  can  most 
readily  be  done  in  those  already 
undergoing  catheterization,  is  likely  to 
be  of  benefit  in  the  prevention  of  second 
events.  In  the  longer  term,  the  applicant 
stated  that  the  identification  of  lipid- 
core-containing  plaques  by  LipiScan™ 
may  contribute  to  the  important  goal  of 
primary  prevention  of  coronary  events, 
which,  in  the  absence  of  adequate 
diagnostic  methods,  continue  to  cause 
extensive  morbidity,  mortality  and 
health  care  expenditures  in  Medicare 
beneficiaries  and  the  general 
population. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  noted  that  while 
we  recognize  that  the  identification  of 
lipid-rich  plaques  in  the  coronary 
vasculature  holds  promise  in  the 
management  of  coronary  artery  disease, 
we  were  concerned  that  statements  in 


the  FDA  approval  documents,  as  well  as 
statements  made  by  investigators  in  the 
literature,  suggest  that  the  clinical 
implications  of  identifying  these  lipid- 
rich  plaques  are  not  yet  certain  and  that 
further  studies  need  to  be  done  to 
understand  the  clinical  implications  of 
this  information  (74  FR  24134).  We  also 
noted  that  we  were  concerned  that  there 
are  no  outcome  data  regarding  the  use 
of  the  LipiScan™  technology. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  welcomed  public 
comment  regarding  whether  or  not  the 
LipiScan™  technology  represents  a 
substantial  clinical  improvement  in  the 
Medicare  population. 

Comment:  Two  commenters 
submitted  comments  regarding  whether 
LipiScan™  represented  a  substantial 
clinical  improvement.  One  commenter 
supported  approving  LipiScan™  for 
new  technology  add-on  payments  and 
noted  that  the  statute  indicated  that 
either  a  “diagnostic  device  or  a  therapy 
should  be  eligible  for  the  add-on 
payment.”  (emphasis  provided)  The 
commenter  stated  that  the  device  had  ■ 
been  studied  in  detail  by  the  FDA  and 
that  the  FDA  concluded  that  the  device 
identified  lipid  core  plaques  with 
“accuracy  suitable  for  clinical  use.” 
Additionally,  the  commenter  stated  that 
the  device  “has  already  started  changing 
the  therapeutic  decisionmaking  process 
and  has  the  potential  to  provide 
additional  benefits  in  the  struggle 
against  the  leading  cause  of  death  in  the 
United  States.” 

The  applicant  stated  that  it  believed 
that  LipiScan™  is  a  “substantial 
clinical  improvement”  over  existing 
technologies  because  it  enables  the 
physician  to  choose  the  length  of  artery 
to  be  stented  as  well  as  the  intensity  of 
lipid  lowering  medical  therapy  that 
should  be  used.  The  applicant  asserted 
that  the  detection  of  lipid  core  plaque 
could  ultimately  be  helpful  to 
physicians  in  managing  patient  care  and 
improving  clinical  outcomes  because 
such  plaques  are  prone  to  sudden 
rupture.  Additionally,  the  applicant 
asserted  that  there  were  three  ways  in 
which  it  met  CMS’  regulatory  standard 
for  a  substantia]  clinical  improvement 
including: 

1.  It  detects  “a  condition  that  is  not 
currently  detectable”  because  it  is  the 
only  device  approved  to  identify  the 
lipid  core  content  in  coronary  arteries. 

2.  It  “enables  the  patient  to  he 
diagnosed  earlier”  because  other 
available  diagnostic  tests  (including 
exercise  testing  and  coronary 
angiography)  do  not  identify  lipid  core 
plaque;  whereas  without  this 
technology,  the  first  sign  that  a  lipid- 


rich  plaque  is  present  may  be  an  acute 
myocardial  infarction. 

3.  It  affects  the  management  of  the 
patient  by: 

•  Affecting  the  selection  of  the  length ' 
of  the  artery  to  be  stented; 

•  Affecting  the  selection  of  the 
appropriate  target  levels  for  lipid 
altering  pharmacologic  therapy; 

•  The  chance  that  it  may  eventually 
be  linked  to  the  prevention  of  peri- 
stenting  myocardial  infarction. 

As  an  attachment  to  its  comment,  the 
applicant  submitted  a  legal  analysis  that 
stated  that  neither  the  statute  nor  the 
regulations  require  that  a  diagnostic 
device  be  linked  to  improved  clinical 
outcomes;  rather,  an  improvement  in 
diagnosis  alone  is  the  only  requirement. 
The  legal  memorandum  also  noted  that 
the  statute  “references  technology  that 
improves  either  diagnosis  or  treatment” 
and  that  a  new  technology  “need  not 
improve  both,  nor  does  the  statute 
specify  that  the  diagnostic  must  be 
linked  to  a  treatment  that  improves 
outcomes.”  Additionally,  the  legal 
analysis  stated  that  LipiScan™  has 
submitted  evidence  in  accord  with  both 
the  statute  and  the  regulations  that  it 
“provides  an  improvement  in  diagnosis 
of  coronary  artery  disease  by  identifying 
the  presence  of  the  lipid  core  plaque” 
and  asserts  that  this  .point  is  further 
evidenced  by  the  FDA  which  stated  that 
the  device  “is  the  first  device  that  can 
help  assess  the  chemical  make-up  of 
coronary  artery  plaques  and  help 
physicians  identify  those  plaques  with 
lipid  cores,  which  may  be  of  particular 
concern.”  The  legal  analysis  also  stated 
that  CMS  should  not  require  new 
diagnostics  to  be  judged  by  the  same 
criteria  that  have  been  applied  to  judge 
new  therapeutics  because  “such  an 
approach  would  not  be  in  accord  with 
the  plain  language  of  the  regulation  and 
that  statue,  both  of  which  envision 
distinct  clinical  benefits  associated  with 
either  a  diagnostic  or  a  therapy.” 

Finally,  the  applicant  summarized  an 
article  that  considered  the  “effect  of 
diagnostic  imaging  on  decisionmaking.” 
Specifically,  the  applicant  summarized 
the  hierarchy  of  six  levels  of  diagnostic 
efficacy  presented  in  the  article: 

“Level  1 :  Technical  efficacy,  the 
physics  are  appropriate  for  the  target  of 
the  diagnostic; 

Level  2:  Diagnostic  accuracy,  the 
sensitivity  and  specificity  for  the 
diagnostic  target  are  appropriate; 

Level  3:  Diagnostic  thing  efficacy,  the 
physician  accepts  the  diagnostic  as 
capable  of  identifying  the  target; 

Level  4:  Therapeutic  efficacy,  the 
physician  selects  or  does  not  select  a 
given  therapy  on  the  basis  of  the 
diagnostic  outcome; 
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Level  5:  Therapeutic  outcome  efficacy, 
the  therapy  selected  on  the  basis  of  the 
results  of  the  diagnostic  outcome 
provides  an  improvement  in  the  health 
outcome  of  the  patient; 

Level  6:  Cost-effectiveness,  the 
benefits  to  society  have  a  favorable 
relationship  to  the  costs  of  the 
diagnostic.” 

The  applicant  claimed  that,  applying 
the  analysis  from  the  article,  the  FDA 
approval  established  that  Levels  1  and 
2  were  met  which  it  believed  to  be 
consistent  with  the  requirement  under 
42  CFR  412.87(b)(1).  Further,  the 
applicant  asserted  that  the  testimony 
provided  by  physicians  who  are  using 
LipiScan  demonstrates  that  physicians 
are  accepting  the  results  to  identify  lipid 
core  plaque  (Level  3)  and  are  utilizing 
the  device  to  guide  therapy  (Level  4). 

Response:  We  disagree  with  the 
eommenters  who  stated  that  the  statute 
and  regulations  require  that  a  diagnostic 
technology  need  only  “improve” 
diagnosis  and  that  the  FDA  approval  of 
a  diagnostic  technology  in  and  of  itself 
meets  the  regulatory  criteria  under 
§  412.87(b)(1).  The  commenter  correctly 
notes  that  section  1886(d)(5)(K)(viii)  of 
the  Act  requires  us  to  provide  for  public 
input  on  whether  a  new  technology 
“substantially  improves  the  diagnosis  or 
treatment”  of  Medicare  beneficiaries. 
Section  1886(d)(5)(K)(vi)  of  the  Act  also 
authorizes  the  Secretary  to  establish 
through  notice-and-comment 
rulemaking  the  criteria  that  a  new 
medical  service  or  technology  must 
meet  in  order  to  be  eligible  for  the  new 
technology  add-on  patient.  Under  this 
authority,  we  established  three  criteria 
through  notice  and  comment 
rulemaking — the  newness  criterion,  the 
cost  criterion,  and  the  substantial 
clinical  improvement  criterion  (66  FR 
46924).  Specifically,  §  412.87(b)(1)  of 
the  regulations  provides  that  a  new 
medical  service  or  technology  must 
“represent  an  advance  that  substantially 
improves,  relating  to  technologies 
previously  available,  the  diagnosis  or 
treatment  of  Medicare  beneficiaries.” 

As  we  explained  in  that  rule,  we  will 
consider  a  diagnostic  technology  to 
meet  the  substantial  clinical 
improvement  criterion  if  the  technology 
not  only  “offers  the  ability  to  diagnose 
a  medical  condition  in  a  patient 
population  where  that  medical 
condition  is  currently  undetectable  or 
offers  the  ability  to  diagnose  a  medical 
condition  earlier  in  a  patient  population 
than  allowed  by  currently  available 
methods,”  but  also  if  “use  of  the  device 
to  make  a  diagnosis  affects  the 
management  of  the  patient”  (66  FR 
46914).  Under  the  commenter’s 
analysis,  a  diagnostic  technology 


effectively  would  only  need  to  receive 
FDA  approval  and  be  the  only 
technology  approved  for  a  particular 
diagnostic  capability  in  order  to  be 
deemed  a  “substantial  improvement” 
for  purposes  of  new  technology  add-on 
payments,  regardless  of  its  ability  to 
positively  affect  patient  management. 
This  approach  would  deem  a  device 
leading  to  the  identification  of  new 
information  (in  this  case,  whether 
plaques  contain  a  lipid  core)  as  a 
substantial  improvement  in  diagnosis 
even  if  such  detection  has  not  been 
“demonstrated  to  represent  a  substantial 
improvement  in  caring  for  Medicare 
beneficiaries”  and  is  not  linked  to 
evidence-based,  significant,  and  positive 
changes  in  the  management  of  patients 
or,  ultimately,  to  changes  in  clinical 
outcomes.  We  do  not  believe  this 
rationale  is  consistent  with  our  prior 
statements  regarding  the  substantial 
clinical  improvement  criterion  of  the 
new  technology  add-on  payment 
provision.  Nor  do  we  believe  it  would 
be  appropriate  to  provide  additional 
payments  for  new  diagnostic  tools  that 
fail  to  significantly  change  the 
management  of  patients,  thereby 
improving  clinical  outcomes. 

As  to  whether  LipiScan™  represents 
a  substantial  improvement  in  diagnosis, 
we  considered  first,  whether 
LipiScan™  “offers  the  ability  to 
diagnose  a  medical  condition  in  a 
patient  population  where  that  medical 
condition  is  currently  undetectable  or 
offers  the  ability  to  diagnose  a  medical 
condition  earlier  in  a  patient  population 
than  allowed  by  currently  available 
methods,”  and  second  whether  “use  of 
the  device  to  make  a  diagnosis  affects 
the  management  of  the  patient”  (66  FR 
46914).  In  the  case  of  LipiScan™,  the 
applicant  has  stated  that  it  believes  that 
LipiScan™  offers  the  ability  to  diagnose 
a  condition  that  is  previously 
undetectable  because  it  allows  the 
detection  of  lipid-rich  plaques  in 
patients  with  coronary  artery  disease 
(CAD).  We  agree  with  the  applicant  that 
existing  technologies  may  not  be  able  to 
adequately  identify  lipid-rich  plaques. 
However,  we  disagree  thaf  use  of 
LipiScan™  affects  the  management  of 
the  patient  at  this  time.  - 

To  qualify  for  the  new  technology 
add-on  payment,  a  diagnostic  capability 
must  also  be  linked  to  “evidence  that 
use  of  the  device  to  make  a  diagnosis 
affects  the  management  of  the  patient.” 
We  believe  that  this  evidence  is 
necessary  to  determine  whether  the  new 
technology  affords  a  “clear 
improvement  over  the  use  of  previously 
available  technologies.”  We  do  not 
consider  any  particular  type  of  evidence 
to  be  dispositive;  instead,  we  will 


consider  all  information  presented  for 
each  application  to  determine  whether 
there  is  evidence  to  support  a 
conclusion  that  “use  of  the  device  to 
make  a  diagnosis  affects  the 
management  of  the  patient”  (in  the  case 
of  a  diagnostic  technology). 
Consequently,  we  do  not  consider 
merely  anecdotal  claims  that  a  device 
affects  the  management  of  the  patient  as 
sufficient  evidence  to  demonstrate  that 
a  new  diagnostic  device  affects  the 
management  of  the  patient,  particularly 
where  the  device  could  be  used  for  a 
relatively  large  patient  population. 
Rather,  we  will  consider  whether  the 
peer-reviewed  medical  literature 
supports  or  clinical  studies  indicate  that 
the  diagnostic  device  should  generally 
be  used  by  providers  in  guiding  the 
management  of  their  patients.  In 
addition,  we  will  consider  evidence 
demonstrating  clinically  accepted  use  of 
the  device  in  a  manner  that  actually 
affects  the  management  of  patients. 

In  the  case  of  LipiScan™,  we  note 
that  other  methods  exist  for  diagnosing 
CAD,  including  intravascular 
ultrasound  (IVUS)  and  optical 
coherence  tomography  (OCT).  In 
addition,  the  evidence  available  to  CMS 
at  the  time  of  making  a  final  rule 
determination  consisted  of  anecdotal 
claims  made  by  the  applicant  and  one 
other  commenter,  that  the  identification 
of  such  plaques  affects  the  management 
of  the  patient.  A  review  of  the  literature 
yielded  no  additional  evidence  to 
support  the  applicant’s  claim. 
Furthermore,  we  believe  that  the 
prognostic  implications  of  detecting 
lipid-rich  plaque  are  not  yet  sufficiently 
well  enough  understood  and 
documented  in  the  peer-reviewed 
evidence  to  conclude  that  such 
identification  will  lead  to  significant 
and  evidence-based  changes  in  the 
management  of  CAD.  In  addition,  we 
note  that  there  are  relatively  few  cases 
in  which  LipiScan™  has  been  used 
relative  to  the  patient  population  in 
which  it  could  potentially  be  used. 
Specifically,  the  applicant  claims  that 
the  device  could  potentially  be  used  in 
every  patient  who  undergoes  coronary 
angiography.  To  date,  the  device  is  only 
in  use  in  11  hospitals  total,  arid  there 
have  been  no  data  published  to  indicate 
that  management  of  patients  has 
changed,  even  in  the  hospitals  where 
the  device  has  been  used.  Given  the  size 
of  the  patient  population  that  the 
manufacturer  claims  stands  to  benefit 
from  use  of  LipiScan™,  the  fact  that  so 
few  hospitals  are  using  the  technology 
raises  significant  concerns  regarding 
whether  use  of  LipiScan™  actually 
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affects  the  management  of  patients  in  a 
meaningful  manner. 

Therefore,  while  we  recognize  that 
LipiScan™  provides  the  ability  to 
detect  lipid-rich  plaque  which  is 
currently  undetectable  by  any  other 
means,  we  are  nonetheless  still 
concerned  that  there  is  significant 
uncertainty  within  the  clinical 
community  regarding  the  prognostic 
implications  of  obtaining  this 
information.  We  note  that  we  did  not 
receive  any  public  comment  during  the 
public  comment  period  from  physicians 
who  may  be  using  the  device.  We 
believe  the  evidence  supplied  by  the 
applicant  that  the  device  is  affecting  the 
management  of  the  patient  is  not  able  to 
be  validated  broadly  and  is  still 
anecdotal.  Further,  the  discussions  of. 
the  technology  in  the  scientific  studies 
submitted  by  the  applicant  acknowledge 
the  possible  potential  of  the  technology 
to  affect  treatment  in  the  future,  but  all 
stated  that  additional  studies  are 
necessary  to  determine  its  actual 
clinical  utility.  Specifically,  in  an 
editorial  published  in  2008,  the  author 
wrote,  “In  conclusion,  further  studies 
are  warranted  to  determine  if  detection 
of  [lipid  core  plaque  of  interest]  by  [near 
infrared  spectroscopy]  imaging  will 
contribute  to  enhanced  prediction  of 
outcomes  in  patients  with  known  CAD.” 
(Young,  2008)  Also,  in  a  letter  to  the 
editor  in  the  Journal  of  the  College  of 
Cardiology,  another  author  wrote  about 
his  experience  with  three  patients  over 
a  period  of  three  weeks  to  share  his 
“initial  observations.”  The  author  wrote 
that“*  *  *  preliminary  results  suggest 
that  intravascular  investigation  of 
chemical  composition  of  a  coronary 
plaque  has  become  a  clinical  reality 
[but]  it  remains  to  be  seen  whether 
chemograms  would  perform  better  than 
the  ultrasound  of  whether  they  will  be 
able  to  predict  adverse  events  and 
faciltate  development  of  clinically 
effective  strategies  for  management  of 
vulnerable  plaques  before  it  is  too  late.” 
(Maini,  2008)  (emphasis  added). 

We  believe  that  these  conclusions, 
and  others,  as  stated  in  the  literature 
further  support  our  previously  stated 
view  that  the  prognostic  implications  of 
detecting  lipid-rich  plaque  are  not  well 
enough  understood  and  therefore  the 
detection  of  such  plaque  cannot  be 
reasonably  assumed  to  lead  to  evidence- 
based,  significant,  and  positive  medical 
management  of  patients  with  CAD  that 
is  generally  accepted  by  clinicians, 
much  less  lead  to  improved  clinical 
outcomes.  We  agree  with  the  commenter 
and  applicant  that  the  identification  of 
lipid-rich  plaques  may  hold  promise 
and  ultimately  lead  to  changes  in  the 
management  of  CAD  and  that 


LipiScan™  “has  the  potential  to 
provide  additional  benefits  in  the 
struggle  against  the  leading  cause  of 
death  in  the  United  States.”  However, 
we  do  not  believe  the  evidence  and 
information  available  at  this  time  allows 
us  to  determine  that  it  meets  the 
substantial  clinical  improvement 
criterion. 

For  these  reasons,  we  are  not 
approving  LipiScan™  for  new 
technology  add-on  payments  for  FY 
2010. 

d.  Spiration®  IBV®  Valve  System 

Spiration,  Inc.  submitted  an 
application  for  new  technology  add-on 
payments  for  FY  2010  for  the  Spiration® 
IBV®  Valve  System  (Spiration®  IBV®). 
The  Spiration®  IBV®  is  a  device  that  is 
used  to  place,  via  bronchoscopy,  small, 
one-way  valves  into  selected  small 
airways  in  the  lung  in  order  to  limit 
airflow  into  selected  portions  of  lung 
tissue  that  have  prolonged  air  leaks 
following  surgery  while  still  allowing 
mucus,  fluids,  and  air  to  exit,  thereby 
reducing  the  amount  of  air  that  enters 
the  pleural  space.  The  device  is 
intended  to  control  prolonged  air  leaks 
following  three  specific  surgical 
procedures:  lobectomy;  segmentectomy; 
or  lung  volume  reduction  surgery. 
According  to  the  applicant,  an  air  leak 
that  is  present  on  postoperative  day  7  is 
considered  “prolonged”  unless  present 
only  during  forced  exhalation  or  cough. 
In  order  to  help  prevent  valve  migration, 
there  are  five  anchors  with  tips  that 
secure  the  valve  to  the  airway.  The 
implanted  valves  are  intended  to  be 
removed  no  later  than  6  weeks  after 
implantation. 

With  regard  to  the  newness  criterion, 
the  Spiration®  IBV®  received  a 
Humanitarian  Device  Exemption  (HDE) 
approval  from  the  FDA  on  October  24, 
2008.  We  are  unaware  of  any  previously 
FDA-approved  predicate  devices,  or 
otherwise  similar  devices,  that  could  be 
considered  substantially  similar  to  the 
Spiration®  IBV®.  However,  the 
applicant  asserted  that  the  FDA  has 
precluded  the  device  from  being  used  in 
the  treatment  of  any  patients  until 
Institutional  Review  Board  (IRB)  - 
approvals  regarding  its  study  sites. 
Therefore,  it  would  appear  that  the 
Spiration®  IBV®  would  meet  the 
newness  criterion  once  it  has  obtained 
at  least  one  IRB  approval  because  the 
device  would  then  be  available  on  the 
market  to  treat  Medicare  beneficiaries. 

In  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposecLrule,  we  welcomed  public 
comments  about  the  date  on  which  the 
newness  period  should  begin  for  this 
technology  should  it  meet  the  other 
criteria  to  be  approved  for  new 


technology  add-on  payments  (74  FR 
24135). 

'  We  also  noted  that  the  Spiration® 

IBV®  is  currently  described  by  ICD-9- 
CM  procedure  code  33.71  (Endoscopic 
insertion  or  replacement  of  bronchial 
valve(s)).  At  the  September  2008  ICD-9- 
CM  Coordination  and  Maintenance 
Committee  meeting,  we  discussed  a 
proposal  to  revise  the  existing  code  and 
create  a  new  code  for  endoscopic 
bronchial  valve  insertion  in  single  and 
multiple  lobes.  In  the  proposed  rule,  we 
included  the  revised  title  of  procedure 
code  33.71  to  “Endoscopic  insertion  or 
replacement  of  bronchial  valve(s),  single 
lobes”  and  also  the  new  procedure  code 
33.73  (Endoscopic  insertion  or 
replacement  of  bronchial  valve(s), 
multiple  lobes)  in  order  to  distinguish 
between  single  and  multiple  lobes 
(Table  6F  and  6B  in  the  Addendum  to 
the  proposed  rule  (74  FR  24501  and 
24494,  respectively)). 

Comment:  The  applicant  commented 
that  nine  hospitals  have  confirmed 
receipt  of  the  Spiration®  IBV®  and  the 
first  IRB  approval  for  the  Spiration® 
IBV®  was  March  12,  2009.  The 
applicant  believes  that  this  would 
confirm  that  the  technology  meets  the 
newness  criteria. 

Another  commenter  commented  that 
the  IRB  at  the  commenter’s  hospital  has 
made  pending  approval  of  the 
Spiration®  IBV®  and  expects  to  be  able 
to  use  the  Spiration®  IBV®  within  the 
next  month. 

Response:  We  thank  the  commenters 
for  providing  this  information  on  when 
the  newness  period  should  begin  for  the 
Spiration®  IBV®.  Based  on  the 
information  above  from  the  applicant, 
the  Spiration®  IBV®  meets  the  newness 
criterion  and  the  newness  period  for  the 
Spiration®  IBV®  begins  on  March  12, 
2009. 

In  an  effort  to  demonstrate  that  the 
technology  meets  the  cost  criterion,  the 
applicant  searched  the  FY  2007 
MedPAR  file  for  cases  potentially 
eligible  for  use  of  the  Spiration®  IBV®. 
Specifically,  the  applicant  searched  for 
cases  with  one  of  the  following 
procedure  codes:  32.4  (Lobectomy  of 
lung);  32.3  (Segmental  resection  of 
lung);  or  32.22  (Long  volume  reduction 
surgery).  The  applicant  found  4,225 
cases  (or  21.6  percent  of  all  cases)  in 
MS-DRG  163  (Major  Chest  Procedure 
with  MCC),  8,960  cases  (or  45.8  percent 
of  all  cases)  in  MS-DRG  164  (Major 
Chest  Procedure  with  CC),  and  6,358 
cases  (or  32.5  percent  of  all  cases)  in 
MS-DRG  165  (Major  Chest  Procedure 
without  CC/MCC).  The  average 
standardized  charge  per  case  was 
$88,326  for  MS-DRG  163,  $48,494  for 
MS-DRG  164,  and  $38,463  for  MS-DRG 
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165,  equating  to  a  case- weighted  average 
standardized  charge  per  case  of  $53,842. 

The  average  standardized  charge  per 
case  does  not  include  charges  related  to 
the  Spiration®  IBV®;  therefore,  it  is 
necessary  to  add  the  charges  related  to 
the  device  to  the  average  standardized 
charge  per  case  in  evaluating  the  cost 
threshold  criterion.  Although  the 
applicant  submitted  data  related  to  the 
estimated  cost  of  the  Spiration®  IBV® 
per  case,  the  applicant  noted  that  the 
cost  of  the  device  was  proprietary 
information.  The  applicant  estimates 
$21,450  in  charges  related  to  the 
Spiration®  IBV®  (based  on  a  100-percent 
charge  markup  of  the  cost  of  the  device). 
The  applicant  based  this  amount  on 
seven  actual  cases  that  received  the 
device.  Because  the  applicant  lacked  a 
significant  sample  of  cases  to  determine 
the  charges  associated  with  the  device, 
we  expressed  our  concerns  in  the 
proposed  rule  as  to  whether  or  not  the 
$21,450  in  charges  related  to  the  device 
is  a  valid  estimate.  In  addition,  based  on 
the  seven  cases,  the  applicant 
determined  an  estimate  of  the  number  of 
valves  used  per  case  (the  applicant 
noted  that  the  number  of  valves  used 
per  case  is  proprietary).  We  also 
expressed  concerns  that  the  applicant 
lacked  a  significant  sample  of  cases  to 
determine  a  valid  estimate  of  the 
number  of  valves  per  case.  Adding  the 
estimated  charges  related  to  the  device 
to  the  average  standardized  charge  per 
case  (based  on  the  case  distribution 
from  the  applicant’s  FY  2007  MedPAR 
claims  data  analysis)  resulted  in  a  case- 
weighted  average  standardized  charge 
per  case  of  $75,292  ($53,842  plus 
$21,450).  Using  the  FY  2010  thresholds 
published  in  Table  10  (73  FR  58008), 
the  case-weighted  threshold  for  MS- 
DRGs  163,  164,  and  165  was  $54,715  (all 
calculations  above  were  performed 
using  unrounded  numbers).  Because  the 
case-weighted  average  standardized 
charge  per  case  for  the  applicable  MS- 
DRGs  exceed  the  case-weighted 
threshold  amount,  the  applicant 
maintains  that  the  Spiration®  IBV® 
would  meet  the  cost  criterion. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  invited  public 
comment  on  whether  or  not  the 
Spiration®  IBV®  meets  the  cost 
criterion. 

Comment:  In  response  to  our  concerns 
in  the  proposed  rule,  the  applicant 
commented  and  cited  a  recent  study  in 
Chest,4  prepublished  on  line  on  April  6, 
2009  (Travaline  2009).  The  study 
reports  on  use  of  bronchial  valves  (not 


4  Travaline  JM  et  al.  Treatment  of  persistent 
pulmonary  air  leaks  using  endobronchial  valves. 
Chest;  Prepublished  online;  April  6,  2009. 


necessarily  made  by  the  applicant)  for 
air  leaks  from  a  number  of  etiologies. 
From  December  2002  through  January 
2007,  40  patients  were  treated  with 
bronchial  valves  in  17  centers.  The 
mean  number  of  valves  per  case  was  2.9 
for  all  patients  in  the  study.  The  mean 
number  of  valves  was  2.28  for  the  subset 
of  seven  post  surgical  air  leak  cases  in 
the  study. 

We  note  that  the  applicant  informed 
us  that  the  information  in  the  proposed 
rule  was  incorrect  and  the  number  of 
actual  cases  where  the  Spiration®  IBV® 
was  used  was  not  seven.  The  applicant 
informed  CMS  that  the  correct  number 
of  actual  cases  that  used  the  Spiration® 
IBV®  was  eight  cases.  In  the  proposed 
rule,  the  applicant  determined  an 
average  of  3.9  valves  per  case  (or 
$21,450  in  charges  related  to  the  device) 
for  the  Spiration®  IBV®  based  on  these 
eight  actual  cases.  However,  the 
applicant  explained  that  if  we  were  to 
remove  one  case  that  they  considered  to 
be  outlier  because  it  used  10  valves,  the 
average  number  of  valves  per  case 
would  be  3.0,  which  is  similar  to  the 
average  amount  of  valves  per  case  from 
the  Travaline  study.  The  commenter 
also  noted  that  the  lower  number  of 
valves  used  in  the  Travaline  study  for 
post  surgical  leaks  compared  to  the 
Spiration®  IBV®  data  can  be  attributed 
to  the  design  of  the  Spiration®  IBV® 
compared  to  the  valve  used  in  the  study 
that  limits  the  sub  segmental  treatment. 
The  commenter  believes  that  this  newly 
published  data  supports  the  conclusion 
that  it  is  typical  to  insert  multiple  valves 
per  case  in  prolonged  air  leak  cases. 

The  applicant  also  commented  that 
since  the  proposed  rule,  two  additional 
cases  were  performed  using  the 
Spiration®  IBV®  (making  a  total  of  10 
cases).  The  applicant  included  these 
two  additional  cases  in  its  revised 
estimate  of  the  average  amount  of  valves 
per  case.  In  addition  to  removing  the 
outlier  case  above,  the  applicant  also 
removed  an  additional  case  they 
considered  to  be  an  outlier  that  used 
four  valves  and  determined  an  average 
of  2.5  valves  per  case  (or  $13,750  in 
charges  related  to  the  Spiration®  IBV®). 

The  applicant  also  noted  that  the 
case-weighted  threshold  was  $54,715 
which  is  slightly  higher  than  the  case- 
weighted  average  standardized  charge 
per  case  of  $53,842  (which  does  not 
include  charges  related  to  the  device). 
The  commenter  explained  that  even  if 
we  added  a  charge  of  $5,550  for  only 
one  Spiration®  IBV®  to  the  case- 
weighted  average  standardized  charge 
per  case  (for  a  total  case-weighted 
average  standardized  charge  per  case  of 
$59,392),  the  Spiration®  IBV®  would 
still  meet  the  cost  criterion  since  the 


case-weighted  average  standardized 
charge  per  case  ($59,392)  exceeds  the 
case-weighted  threshold  ($53,842). 

The  commenter  also  stated  the 
following  to  strengthen  confidence  in  its 
MedPAR  analysis.  The  commenter 
explained  that  its  MedPAR  analysis 
profiled  cases  identified  by  the  relevant 
surgical  codes  since  specific  ICD-9-CM 
procedure  and  diagnosis  are  not 
available  to  identify  cases  of  prolonged 
air  leaks  within  the  FY  2007  MedPAR. 
The  applicant  cited  peer  reviewed 
clinical  literature  that  was  submitted  as 
part  of  its  new  technology  add-on 
payment  application  to  demonstrate  that 
patients  with  prolonged  air  leaks  had  a 
greater  length  of  stay  and  complication 
rates  compared  to  patients  who  did  not 
have  a  prolonged  air  leak.  Specifically, 
the  applicant  noted  that  one  study  5 
with  91  post  operative  patients  after 
pulmonary  resection  demonstrated  that 
patients  with  air  leaks  after  3  days  had 
a  greater  length  of  stay  (mean  of  9.4  days 
vs.  5.4  days  with  a  p  value  of  p<0.0001). 
The  commenter  also  noted  that  a  study 
of  552  post  operative  patients  after 
LVRS  in  the  National  Emphysema 
Treatment  Trial 6  demonstrated  that 
patients  with  air  leaks  had  more 
complications  (57  percent  versus  30 
percent  with  a  p  value  of  p=0.0004)  and 
longer  length  of  stay  (11.8  days  vs.  7.6 
days  with  a  p  value  of  p=0.0005).  The 
commenter  also  cited  a  retrospective 
study  7  of  100  patients  from  a  single 
center  that  showed  the  median  length  of 
stay  for  patients  with  prolonged  air  leak 
after  radical  upper  lobectomy  procedure 
was  11  days  versus  the  median  of  7  days 
for  patients  without  prolonged  air  leak. 
Based  on  these  clinical  data,  the 
applicant  concluded  that  prolonged  air 
leak  cases  are  costlier  than  cases 
without  prolonged  air  leak.  As  a  result, 
the  commenter  believes  that  its 
MedPAR  analysis  was  conservative  in 
evaluating  charges  for  surgical 
procedures  as  a  whole,  without  being 
able  to  uniquely  identify  costlier 
prolonged  air  leak  cases. 

Response:  We  thank  the  applicant  for 
submitting  additional  data  to  determine 
the  amount  of  charges  related  to  the 
Spiration®  IBV®.  In  order  to  determine 
that  the  applicant  met  the  cost  criteria, 
in  addition  to  the  applicant’s  analysis, 
we  searched  the  March  update  of  the  FY 
2008  MedPAR  for  the  same  procedure 
codes  that  the  applicant  searched  in 
their  MedPAR  analysis.  We  found  5,501 
cases  in  MS-DRG  163  (or  23.9  percent 


5  Bardell  T,  Petiskas  D  Can  Respir  J  2003  March, 
Vol.  10,  No  2. 

6 Decamp  MM,  Ann  Thorac  Surg.  2006  July;  Vol. 
82,  No.  1. 

7  Abolhoda  A  et  al.  Chest  1998;  113:1507-10. 
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of  all  cases),  11,151  cases  in  MS-DRG 

164  (or  48.4  percent  of  all  cases),  and 
6,380  cases  in  MS-DRG  165  (or  27.7 
percent  of  all  cases).  The  average 
standardized  charge  per  case  was 
$85,958  for  MS-DRG  163,  $48,731  for 
MS-DRG  164,  and  $37,586  for  MS-DRG 
165,  equating  to  a  case-weighted  average 
standardized  charge  per  case  of  $54,535. 
Adding  the  revised  estimate  of  charges 
of  $13,750  (2.5  valves  x  $5,550)  related 
to  the  device  to  the  average 
standardized  charge  per  case  (based  on 
the  case  distribution  from  out  FY  2008 
MedPAR  claims  data  analysis)  resulted 
in  a  case-weighted  average  standardized 
charge  per  case  of  $68,285.  Using  the  FY 
2010  thresholds  published  in  Table  10 
(73  FR  58008),  the  case-weighted 
threshold  for  MS-DRGs  163, 164  and 

165  was  $55,952  (all  calculations  above 
were  performed  using  unrounded 
numbers).  Based  on  this  analysis,  the 
case-weighted  average  standardized 
charge  per  case  for  the  applicable  MS- 
DRGs  exceeds  the  case-weighted 
threshold  amount.  Additionally,  similar 
to  what  the  applicant  stated  above,  if  we 
only  included  the  amount  of  charges  for 
one  valve,  the  case-weighted  average 
standardized  charge  per  case  of  $60,035 
($54,535  plus  $5,550)  would  still  exceed 
the  case-weighted  threshold  of  $55,952. 
Therefore,  we  believe  that  the  applicant 
meets  the  cost  criterion. 

Additionally,  the  applicant  submitted, 
supplemental  data  from  multiple 
sources  in  an  effort  to  determine  the 
average  amount  of  valves  that  would  be 
used  per  case.  We  note  that  the  average 
number  of  valves  from  actual  cases 
involving  the  Spiration®  IBV®  (2.5 
valves  per  case)  is  higher  than  the 
average  amount  of  valves  (2.28  valves 
per  case)  from  the  seven  post  surgical 
air  leak  cases  from  the  Traveline  study 
(not  the  Spiration®  IBV®).  However,  we 
prefer  to  rely  on  actual  case  data  when 
available  and  the  actual  case  data  is  a 
more  conservative  estimate  of  the 
average  amount  of  valves  per  case 
compared  to  those  cases  in  the  studies 
that  did  not  use  the  Spiration®  IBV®. 

With  respect  to  how  the  device  would 
meet  the  substantial  clinical 
improvement  criterion,  the  applicant 
submitted  information  that  was  based 
on  the  Summary  of  Safety  and  Probable 
Benefit  (SSPB)  from  the  FDA’s  HDE 
approval  order  for  the  device.  The 
clinical  results  indicate  the  Spiration® 
IBV®  can  be  deployed  in  the  intended 
airway  reasonably  safely  with  a 
minimally  invasive  bronchoscopy 
procedure.  There  have  been  a  limited 
number  of  device  complications  and  no 
occurrences  of  device  erosion  or 
migration.  The  Spiration®  IBV®  can  be 
removed  using  a  bronchoscope. 


Laboratory  results  indicate  that  the 
Spiration®  IBV®  significantly  reduces 
airflow  to  the  lung  tissue  beyond  the 
treated  airway,  and  a  significant 
reduction  in  distal  airflow  is  anticipated 
to  augment  the  resolution  of  air  leaks  of 
the  lung.  Therefore,  the  applicant 
asserts,  it  is  reasonable  to  conclude  that 
the  probable  benefit  to  health  associated 
with  using  the  device  for  the  target 
population  outweighs  the  risk  of  illness 
or  injuries,  taking  into  account  the 
probable  risks  and  benefits  of  currently 
available  devices  or  alternative  forms  of 
treatment  when  used  as  indicated  in 
accordance  with  the  directions  for  use. 

We  recognize  that  prolonged  air  leaks 
after  these  types  of  lung  surgery  can  be 
a  significant  problem,  and  that 
Spiration®  IBV®  therapy  may  represent 
a  new  alternative  in  treating  properly 
selected  patients.  However,  we 
emphasized  our  concerns  in  the 
proposed  rule  that  the  outcome  data 
presented  are  from  a  sample  set  of  only 
seven  patients,  and  the  FDA  HDE  did 
not  require  demonstration  of  either 
safety  or  effectiveness.  Therefore,  in  the 
FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  welcomed  public 
comment  as  to  whether  or  not  the 
Spiration®  IBV®  represents  a  substantial 
clinical  improvement  for  Medicare 
beneficiaries. 

W7e  did  not  receive  any  written  public 
comments  regarding  this  application  for 
new  technology  add-on  payments 
concerning  the  new  technology  town 
hall  meeting. 

Comment:  A  number  of  commenters 
agreed  with  the  applicant  that  the 
Spiration®  IBV®  meets  the  substantial 
clinical  improvement  criteria.  The 
commenters  also  recommended  the 
approval  of  the  Spiration®  IBV®  for  new 
technology  add-on  payments  in  FY 
2010.  One  commenter,  an  association  of 
thoracic  surgeons,  expressed  support  for 
approving  the  Spiration®  IBV®  for  new 
technology  add-on  payments.  The 
commenter  explained  that  the 
Spiration®  IBV®  offers  a  less  invasive 
treatment  of  the  prolonged  air  leak, 
whereas  the  alternative  treatment  would 
be  a  major  re-operation  which  costs 
more  money  and  poses  a  greater  risk  to 
the  patient. 

The  remaining  commenters  were 
physicians  who  had  experience  using 
bronchial  valves  or  had  actual 
experience  using  the  Spiration®  IBV®. 
These  commenters  noted  that  excluding 
the  Spiration®  IBV®,  current  treatments 
for  prolonged  air  leaks  include  chest 
tube  drainage,  occlusion  of  airways  with 
fibrin  “glue”,  and/or  re-operation.  One 
of  the  commenters  explained  that 
endobronchial  valves  offer  a  unique 
method  for  treating  prolonged  air  leaks 


by  temporarily  preventing  air  from 
flowing  into  the  segment  of  the  lung 
with  the  air  leak.  The  commenter  noted 
that  the  efficacy  of  the  valve  can  be 
predicted  effectively  by  occluding  the 
lobe  or  segment  involved  with  a  balloon 
catheter  to  determine  if  the  air  leak  can 
be  stopped.  If  a  balloon  is  effective  in 
stopping  the  leak,  then  a  valve  can  also 
be  effective  in  stopping  the  leak.  The 
commenter  explained  that  the  advantage 
of  this  treatment  is  that  after  the  leak 
has  completely  healed,  the  valves  can  be 
removed  with  a  minimally  invasive 
fiber-optic  bronchoscopy.  The 
commenter  concluded  that  the 
Spiration®  IBV®  represents  a  substantial 
improvement  since  it  offers  a  valuable, 
new,  unique  treatment  option  for 
prolonged  post  thoracotomy  air  leak  and 
is  the  only  bronchial  valve  with  FDA 
approval  (HDE). 

Another  commenter  stated  that  using 
a  bronchial  valve  to  treat  an  air  leak, 
resulted  in  the  air  leak  ceasing  at  the 
end  of  the  procedure.  The  commenter 
noted  that  for  safety  reasons,  chest  tubes 
are  left  in  for  48  hours  and  patients  in 
its  care  have  been  discharged  72  hours 
after  the  procedure.  The  bronchial  valve 
was  typically  removed  within  4-6 
weeks  after  the  procedure.  The 
commenter  further  stated  that  it  was  not 
aware  of  any  randomized  clinical  trials 
that  prove  that  bronchial  valves  make 
air  leaks  stop.  However,  the  commenter 
maintained  that  based  on  their 
experience,  air  leaks  that  lasted  14  days 
or  longer  which  suddenly  ceased  upon 
use  of  a  bronchial  valve  would  be  strong 
circumstantial  evidence  that  the  therapy 
works  and  can  shorten  hospitalization 
in  appropriately  selected  patients.  The 
commenter  also  believes  that  using  a 
bronchial  valve  for  air  leaks  still  present 
after  five  days  following  surgery  would 
likely  result  in  an  overall  cost  savings 
since  the  duration  of  hospitalization  is 
usually  dependent  on  air  leak  cessation. 
The  commenter  concluded  that  the 
Spiration®  IBV®  represents  a  substantial 
clinical  improvement  and  CMS  should 
approve  Spiration®  IBV®  for  new 
technology  add-on  payments  in  FY 
2010. 

One  of  the  commenters  noted  that  in 
its  experience  using  endobronchial, 
valves,  patients  with  prolonged  air  leaks 
who  were  in  the  hospital  for  many 
weeks  with  chest  tubes  in  place  were 
discharged  and  had  the  chest  tubes 
removed  within  days  upon  use  of  an 
endobronchial  valve.  The  commenter 
cited  an  example  of  a  patient  currently 
treated  by  the  commenter  who  has 
undergone  numerous  procedures  with 
anesthesia  in  the  operating  room  and 
requires  another  two  procedures.  The 
commenter  believed  that  this  patient 
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would  have  been  able  to  be  managed  in 
a  bronchoscopy  suite  under  moderate 
sedation  with  use  of  an  endobronchial 
valve.  As  the  only  bronchial  valve  with 
FDA  approval  (HDE),  the  commenter 
believed  the  Spiration®  IBV®  represents 
a  substantial  clinical  improvement  and 
recommended  that  CMS  make  new 
technology  add-on  payments  for  the 
Spiration®  IBV®  in  FY  2010. 

Another  commenter  noted  that 
conservative  management  of  air  leaks 
results  in  prolonged  hospitalization  and 
limited  mobilization  of  patients  with  a 
much  higher  risk  of  additional 
complications  such  as  pneumonia, 
empyema,  deep  venous  thrombosis  and 
pulmonary  embolism,  and  progressive 
deconditioning.  These  complications 
take  a  toll  on  patients  with  prolonged 
air  leaks  and  result  in  a  significantly 
worse  overall  outcomes,  prolonged 
hospital  stay,  and  substantial  increase  in 
costs. 

The  commenter  also  noted  its 
extensive  experience  using  the 
Spiration®  IBV®  valve  in  clinical  trials 
as  a  potential  therapy  for  palliation  of 
severe  emphysema.  Specifically,  the 
commenter  stated  that  the  valves  are 
easy  to  place  in  desired  segments  and 
effectively  block  distal  airflow  with  a 
high  safety  profile  in  published  studies. 
The  commenter  further  stated  that  the 
valves  are  stable  with  no  incidence  of 
valve  migration  in  over  600  valves 
placed  in  emphysema  patients  with 
follow-up  that  included  endoscopic  and 
radiologic  surveillance.  The  commenter 
also  noted  their  extensive  experience  in 
valve  removal,  which  is  part  of  the 
intended  therapy  for  patients  that  have 
valve  treatment  for  air  leaks  (since  once 
the  air  leaks  are  resolved  the  valves  will 
no  longer  be  necessary).  The  commenter 
disclosed  that  it  did  not  have  any 
personal  experience  in  using  the 
Spiration®  IBV®  for  patients  with  air 
leaks,  but  are  familiar  with  the  existing 
literature  on  similar  treatments  as  well 
as  the  case  series  using  the  Spiration® 
IBV®  for  this  indication.  With  this 
background,  the  commenter  believed 
that  the  Spiration®  IBV®  has  a  high 
likelihood  of  helping  to  resolve 
prolonged  postsurgical  air  leaks  and 
therefore  minimizes  the  duration  of 
chest  tube  drainage  and  hospitalization 
for  patients  (with  an  attendant  decrease 
in  the  risk  of  complications  that 
accompany  prolonged  hospitalization). 
The  commenter  also  believed  that  the 
high  safety  profile  and  effectiveness  of 
the  Spiration®  IBV®  for  occluding 
segmental  airways  suggests  a  very  high 
likelihood  of  clinical  benefit  in  this 
group  of  patients  with  the  indication  of 
prolonged  air  leak.  The  commenter 
concluded  that  it  believed  that  the 


Spiration®  IBV®  represents  a  substantial 
improvement  to  currently  available 
treatment  options  for  patients  who  have 
post-surgical  prolonged  air  leaks.  The 
commenter  recommended  that  CMS 
approve  the  Spiration®  IBV®  for  new 
technology  add  payments  so  that 
hospitals  are  appropriately  reimbursed 
for  this  new  important  technology. 

Response:  We  appreciate  the 
commenters  submitting  their  comments 
in  support  of  the  Spiration®  IBV®.  Many 
of  the  commenters  described  their 
positive  experiences  using  the 
Spiration®  IBV®  or  other  bronchial 
valves  that  resolved  cases  of  air  leaks, 
which  improved  the  clinical  outcome  of 
the  patient.  Furthermore,  the 
commenters  suggested  that  most,  if  not 
all,  of  the  cases  treated  using  the 
Spiration®  IBV®  and  other  bronchial 
valves  would  have  had  to  have 
undergone  further  invasive  treatments 
had  the  Spiration®  IBV®  or  other 
bronchial  valves  not  have  been  available 
to  resolve  the  air  leak.  Additionally,  the 
Spiration®  IBV®  and  other  bronchial 
valve  provided  a  quick  resolution  to 
these  cases  of  prolonged  air  leaks.  We 
considered  the  commenters’  positive 
experiences  using  the  Spiration®  IBV® 
in  our  determination  (below)  on 
whether  the  Spiration®  IBV®  represents 
a  substantial  clinical  improvement. 

Comment:  The  applicant  commented 
that  providers  have  few  treatment 
options  for  effectively  controlling 
prolonged  air  leaks.  The  applicant  noted 
that  aside  from  the  Spiration®  IBV®,  no 
other  bronchoscopic  treatments  have 
been  clinically  accepted  or  approved  by 
the  FDA.  Therefore,  management  of 
prolonged  air  leaks  due  to  persistent 
bronchopleural  fistula  involves  chest 
drainage  and  occasionally  pleurodesis, 
with  more  difficult  cases  requiring 
pleurectomy  and  surgical  repair.  The 
applicant  further  noted  that  current 
treatment  options  for  air  leaks  are 
associated  with  risks  and  complications 
such  as  prolonged  use  of  chest  tubes 
which  increases  the  risk  of  pneumonia, 
deep  venous  thrombosis,  pulmonary 
embolus,  atelectasis,  subcutaneous 
emphysema  and  empyema;  restricted 
ambulation  due  to  chest  tube  which 
increases  the  risks  associated  with 
inactivity;  prolonged  requirements  for 
pain  medication  and  extended  post 
operative  length  of  stay  which  increases 
the  potential  for  hospital  acquired 
infections. 

In  response  to  our  concerns  in  the 
proposed  rule,  the  applicant 
acknowledged  that  there  are  limited 
outcomes  data  associated  with  the  use 
of  the  Spiration®  IBV®  for  prolonged  air 
leaks.  However,  the  applicant  cited  that 
additional  data  has  been  published 


since  the  proposed  rule  regarding  the 
use  of  a  bronchial  valve  for  prolonged 
air  leaks.  Specifically,  the  applicant 
cited  the  following  clinical  benefit  data 
from  the  Traveline  2009  study  for 
patients  who  received  a  bronchial  valve 
for  air  leaks  from  multiple  causes: 
following  valve  placement,  the  air  leaks 
resolved  or  decreased  in  37  of  40 
patients  (92.5  percent);  19  patients  (47.5. 
percent)  had  complete  resolution  of  the 
air  leak  acutely,  18  patients  (45  percent) 
had  reduction,  two  patients  (5  percent) 
had  no  change  in  air  leak- status,  and 
one  patient  (2.5  percent)  the  immediate 
change  in  air  leak  was  not  reported. 

Additionally,  the  applicant  reported 
that  all  10  procedures  performed  with 
the  Spiration®  IBV®  resulted  in  air  leak 
decrease  and/or  resolution.  The 
applicant  concluded  that  these  results 
demonstrated  the  following:  Valve 
placement  may  reduce  or  avoid 
complications  associated  with  current 
treatments  of  prolonged  air  leaks; 
patients  who  received  bronchial  valves 
experienced  air  leak  resolution  or 
decrease  unlike  a  situation  absent 
bronchial  valves  where  a. patient  may 
need  to  remain  in  the  hospital;  patients 
with  a  bronchial  valve  are  able  to  be 
discharged  with  the  valve  thus  avoiding 
risks,  complications  and  costs 
associated  with  prolonged  lengths  of 
hospitalizations.  The  applicant  believed 
that  these  conclusions  from  the  newly 
published  data  together  with  Spiration® 
data  demonstrate  that  the  Spiration® 
IBV®  meets  the  substantial  clinical 
improvement  criteria. 

Response:  We  thank  the  applicant  for 
providing  additional  clinical  data  to 
demonstrate  that  the  Spiration®  IBV® 
meets  the  substantial  clinical 
improvement  criteria.  With  respect  to 
substantial  clinical  improvement,  we 
considered  all  the  case  specific  clinical 
information  presented  by  the  applicant 
and  the  public  to  determine  whether 
there  is  evidence  to  support  a 
conclusion  that  use  of  the  Spiration® 
IBV®  represents  a  substantial  clinical 
improvement.  Specifically,  we 
considered  the  peer-reviewed  medical 
literature,  clinical  studies,  and  the 
clinically  accepted  use  of  the  device. 

We  remain  concerned  that  no 
prospective  comparative  data  exists  to 
help  understand  the  benefit  of  the 
technology  versus  other  modalities.  We 
also  do  not  know  what  the  outcome 
would  have  been  for  the  cases  presented 
as  examples  in  the  Traveline  study  (that 
is,  if  or  when  those  air  leaks  might  have 
resolved  on  their  own).  Additionally, 
many  of  the  cases  in  that  study  were  not 
for  the  indicated  use  (post-operative 
prolonged  air  leak  management). 
However,  we  agree  that  the  Spiration® 
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IBV®  can  improve  clinical  outcomes  by 
providing  an  alternative  treatment  that 
is  effective  and  often  a  less  invasive 
method  of  treating  prolonged  air  leaks 
in  a  small  patient  population  that  is 
properly  and  carefully  selected  (as 
required  by  the  FDA).  Additionally,  we 
received  positive  comments  from  a 
major  thoracic  society  and  from 
physicians  who  indicated  that  the 
Spiration®  IBV®  and  other  bronchial 
valves  produced  positive  clinical 
outcomes  by  resolving  air  leaks.  Also, 
the  comments  we  received  from  the 
physicians  demonstrated  a  change  to  the 
clinical  therapy  for  cases  of  air  leaks  by 
using  a  bronchial  valve  such  as  the 
Spiration®  IBV®  instead  of  other 
alternative  treatments  such  as  an 
invasive  surgery  to  resolve  the  air  leak. 
Furthermore,  the  Spiration®  IBV®  is  the 
only  device  currently  approved  for  the 
purpose  of  treating  prolonged  air  leaks 
following  lobectomy,  segmentectomy, 
and  LVRS  patients  in  the  United  States. 
Without  the  availability  of  this  device, 
patients  with  prolonged  air  leaks 
(following  lobectomy,  segmentectomy, 
and  LVRS)  might  otherwise  remain 
inpatients  in  the  hospital  (and  have  a 
longer  length  of  stay  them  they  might 
otherwise  have  without  the  Spiration® 
IBV®)  or  might  even  require  additional 
invasive  surgeries  to  resolve  the  air  leak. 
We  also  note  that  use  of  the  Spiration® 
IBV®  may  lead  to  more  rapid  beneficial 
resolution  of  prolonged  air  leaks  and 
reduce  recovery  time  following  the  three 
lung  surgeries  mentioned  above. 
Therefore,  after  reviewing  the  totality  of 
the  evidence,  we  have  determined  that 
the  Spiration®  IBV®  represents  a 
substantial  clinical  improvement  over 
existing  therapies  for  prolonged  air 
leaks  for  carefully  selected  patients. 

Accordingly,  after  consideration  of 
the  clinical  evidence  received,  we  are 
approving  the  Spiration®  IBV®  for  new 
technology  add-on  payments  in  FY 
2010.  However,  we  remain  interested  in 
seeing  whether  the  clinical  evidence 
continues  to  find  it  to  be  effective.  This 
approval  is  on  the  basis  of  using  the 
Spiration®  IBV®  consistent  with  the 
FDA  approval  (HDE),  and  we  emphasize 
the  need  for  appropriate  patient 
selection  accordingly.  Therefore,  we 
intend  to  limit  the  add-on  payment  to 
cases  involving  prolonged  air  leaks 
following  lobectomy,  segmentectomy 
and  LVRS  in  MS-DRGs  163, 164,  and 
165.  Cases  involving  the  Spiration® 
IBV®  that  are  eligible  for  the  new 
technology  add-on  payment  will  be 
identified  by  assignment  to  MS-DRGs 
163, 164,  and  165  with  procedure  code 
33.71  or  33.73  in  combination  with  one 


of  the  following  procedure  codes:  32.22, 
32.30,  32.39,  32.41,  or  32.49. 

The  average  cost  of  the  Spiration® 

IBV®  is  reported  as  $2,750.  Based  on  the 
applicant’s  revised  data,  the  average 
amount  of  valves  per  case  is  2.5. 
Therefore,  the  total  maximum  cost  for 
the  Spiration®  IBV®  is  expected  to  be 
$6,875  per  case  ($2,750  x  2.5).  Under 
section  412.88(a)(2),  new  technology 
add-on  payments  are  limited  to  the 
lesser  of  50  percent  of  the  average  cost 
of  the  device  or  50  percent  of  the  costs 
in  excess  of  the  MS-DRG  payment  for 
the  case.  As  a  result,  the  maximum  add¬ 
on  payment  for  a  case  involving  the 
Spiration®  IBV®  is  $3,437.50. 

e.  TherOx  Downstream®  System 

TherOx,  Inc.  submitted  an  application 
for  new  technology  add-on  payments  for 
FY  2010  for  the  TherOx  Downstream® 
System.  However,  the  applicant 
withdrew  its  application  for  new 
technology  add-on  payments  during  the 
public  comment  period. 

We  did  not  receive  any  public 
comments  on  this  application. 

5.  Technical  Correction  to  the 
Regulations 

In  the  FY  2009  IPPS  final  rule,  when 
we  revised  the  regulations  at  §  412.87  to 
incorporate  changes  relating  to  the 
announcement  of  determinations  and 
deadline  for  consideration  of  new 
medical  service  or  technology 
applications,  we  made  a  change  to 
paragraph  (b)(1)  (73  FR  48755).  In 
paragraph  (b)(1),  we  inadvertently  used 
the  incorrect  w'ord  "relating”  in  the 
provision  that  read  “A  new  medical 
service  or  technology  represents  an 
advance  that  substantially  improves, 
relating  to  technologies  previously 
available,  the  diagnosis  or  treatment  of 
Medicare  beneficiaries”  (emphasis 
added).  The  correct  word  should  have 
been  “relative.”  We  proposed  to  make  a 
technical  Correction  to  §  412.87(b)(1), 
replacing  the  word  “relating”  with  the 
word  “relative”  (74  FR  24137).  We  did 
not  receive  any  public  comments  on  this 
proposal.  Accordingly,  we  are  finalizing 
this  proposed  correction. 

III.  Changes  to  the  Hospital  Wage  Index 
for  Acute  Care  Hospitals 

A.  Background 

Section  1886(d)(3)(E)  of  the  Act 
requires  that,  as  part  of  the  methodology 
for  determining  prospective  payments  to 
hospitals,  the  Secretary  must  adjust  the 
standardized  amounts  “for  area 
differences  in  hospital  wage  levels  by  a 
factor  (established  by  the  Secretary) 
reflecting  the  relative  hospital  wage 
level  in  the  geographic  area  of  the 


hospital  compared  to  the  national 
average  hospital  wage  level.”  In 
accordance  with  the  broad  discretion 
conferred  under  the  Act,  we  currently 
define  hospital  labor  market  areas  based 
on  the  definitions  of  statistical  areas 
established  by  the  Office  of  Management 
and  Budget  (OMB).  A  discussion  of  the 
FY  2010  hospital  wage  index  based  on 
the  statistical  areas,  including  OMB’s 
revised  definitions  of  Metropolitan 
Areas,  appears  under  section  III.C.  of 
this  preamble. 

Beginning  October  1, 1993,  section 
1886(d)(3)(E)  of  the  Act  requires  that  we 
update  the  wage  index  annually. 
Furthermore,  this  section  of  the  Act 
provides  that  the  Secretary  base  the 
update  on  a  survey  of  wages  and  wage- 
related  costs  of  short-term,  acute  care 
hospitals.  The  survey  must  exclude  the 
wages  and  wage-related  costs  incurred 
in  furnishing  skilled  nursing  services. 
This  provision  also  requires  us  to  make 
any  updates  or  adjustments  to  the  wage 
index  in  a  manner  that  ensures  that 
aggregate  payments  to  hospitals  are  not 
affected  by  the  change  in  the  wage 
index.  The  adjustment  for  FY  2010  is 
discussed  in  section  II. B.  of  the 
Addendum  to  this  final  rule. 

As  discussed  below  in  section  III. I.  of 
this  preamble,  we  also  take  into  account 
the  geographic  reclassification  of 
hospitals  in  accordance  with  sections 
1886(d)(8)(B)  and  1886(d)(10)  of  the  Act 
when  calculating  IPPS  payment 
amounts.  Under  section  1886(d)(8)(D)  of 
the  Act,  the  Secretary  is  required  to 
adjust  the  standardized  amounts  so  as  to 
ensure  that  aggregate  payments  under 
the  IPPS  after  implementation  of  the 
provisions  of  sections  1886(d)(8)(B)  and 
(C)  and  1886(d)(10)  of  the  Act  are  equal 
to  the  aggregate  prospective  payments 
that  would  have  been  made  absent  these 
provisions.  The  budget  neutrality 
adjustment  for  FY  2010  is  discussed  in 
section  II.A.4.b.  of  the  Addendum  to 
this  final  rule. 

Section  1886(d)(3)(E)  of  the  Act  also 
provides  for  the  collection  of  data  every 
3  years  on  the  occupational  mix  of 
employees  for  short-term,  acute  care 
hospitals  participating  in  the  Medicare 
program,  in  order  to  construct  an 
occupational  mix  adjustment  to  the 
wage  index.  A  discussion  of  the 
occupational  mix  adjustment  that  we 
are  applying  beginning  October  1,  2009 
(the  FY  2010  wage  index)  appears  under 
section  III.D.  of  this  preamble. 
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B.  Requirements  of  Section  106  of  the 
MIEA-TRHCA 

1.  Wage  Index  Study  Required  Under 
the  MIEA-TRHCA 

a.  Legislative  Requirement 

Section  106(b)(1)  of  the  MIEA- 
TRHCA  (Pub.  L.  109-432)  required 
MedPAC  to  submit  to  Congress,  not  later 
than  June  30,  2007,  a  report  on  the 
Medicare  wage  index  classification 
system  applied  under  the  Medicare 
IPPS.  Section  106(b)  of  MIEA-TRHCA 
required  the  report  to  include  any 
alternatives  that  MedPAC  recommends 
to  the  method  to  compute  the  wage 
index  under  section  1886(d)(3)(E)  of  the 
Act. 

In  addition,  section  106(b)(2)  of  the 
MIEA-TRHCA  instructed  the  Secretary 
of  Health  and  Human  Services,  taking 
into  account  MedPAC’s 
recommendations  on  the  Medicare  wage 
index  classification  system,  to  include 
in  the  FY  2009  IPPS  proposed  rule  one 
or  more  proposals  to  revise  the  wage 
index  adjustment  applied  under  section 
1886(d)(3)(E)  of  the  Act  for  purposes  of 
the  IPPS.  The  Secretary  was  also  to 
consider  each  of  the  following: 

•  Problems  associated  with  the 
definition  of  labor  markets  for  the  wage 
index  adjustment. 

•  The  modification  or  elimination  of 
geographic  reclassifications  and  other 
adjustments. 

•  The  use  of  Bureau  of  Labor  of 
Statistics  (BLS)  data  or  other  data  or 
methodologies  to  calculate  relative 
wages  for  each  geographic  area. 

•  Minimizing  variations  in  wage 
index  adjustments  between  and  within 
MSAs  and  statewide  rural  areas. 

•  The  feasibility  of  applying  all 
components  of  CMS’  proposal  to  other 
settings. 

•  Methods  to  minimize  the  volatility 
of  wage  index  adjustments  while 
maintaining  the  principle  of  budget 
neutrality. 

•  The  effect  that  the  implementation 
of  the  proposal  would  have  on  health 
care  providers  on  each  region  of  the 
country. 

•  Methods  for  implementing  the 
proposal(s),  including  methods  to  phase 
in  such  implementations. 

•  Issues  relating  to  occupational  mix 
such  as  staffing  practices  and  any 
evidence  on  quality  of  care  and  patient 
safety  including  any  recommendation 
for  alternative  calculations  to  the 
occupational  mix. 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48563  through  48567),  we  discussed  the 
MedPAC’s  study  and  recommendations, 
the  CMS  contract  with  Acumen,  L.L.C. 
for  assistance  with  impact  analysis  and 


study  of  wage  index' reform  ,  and  public 
comments  we  received  on  the  MedPAC 
recommendations  and  the  CMS/ 

Acumen  study  and  analysis. 

b.  Interim  and  Final-Reports  on  Results 
of  Acumen’s  Study 

(1)  Interim  Report  on  Impact  Analysis  of 
Using  MedPAC’s  Recommended  Wage 
Index 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48566  through  48567),  we  discussed  the 
analysis  conducted  by  Acumen 
comparing  use  of  the  MedPAC 
recommended  wage  indices  to  the 
current  CMS  wage  index.  We  refer 
readers  to  section  IU.B.l.e.  of  that  final 
rule  for  a  full  discussion  of  the  impact 
analysis  as  well  as  to  Acumen’s  interim 
report  available  on  the  Web  site: 
http://www.acumenllc.com/reports/cms. 

(2)  Acumen’s  Final  Report  on  Analysis 
of  the  Wage  Index  Data  and 
Methodology 

Acumen’s  final  report  addressing  the 
issues  in  section  106(b)(2)  of  the  MIEA- 
TRHCA  is  divided  into  two  parts.  The 
first  part  analyzes  the  strengths  and 
weaknesses  of  the  data  sources  used  to 
construct  the  MedPAC  and  CMS 
indexes.  The  first  part  of  Acumen’s 
study  is  complete  and  was  published  on 
Acumen’s  Web  site  after  the  publication 
of  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule.  The  second  part  of 
Acumen’s  study,  which  is  expected  to 
be  released  on  Acumen’s  Web  site  after 
the  publication  of  this  FY  2010  IPPS/RY 
2010  LTCH  PPS  final  rule,  will  focus  on 
the  methodology  of  wage  index 
construction  and  covers  issues  related  to 
the  definition  of  wage  areas  and 
methods  of  adjusting  for  differences 
among  neighboring  wage  areas,  as  well 
as  reasons  for  differential  impacts  of 
shifting  to  a  new  index. 

The  following  is  a  description  of  the 
analyses  for  both  parts  of  Acumen’s 
final  report. 

Part  I:  Wage  Data  Analysis 

•  Differences  between  the  BLS  data 
and  the  CMS  wage  data — Acumen 
assessed  the  strengths  and  weaknesses 
of  the  data  used  to  construct  the  CMS 
wage  index  and  the  MedPAC 
compensation  index  by  examining  the 
differences  between  the  BLS  and  the 
CMS  wage  data.  Acumen  also  evaluated 
the  importance  of  accounting  for  self- 
employed  workers,  part-time  workers, 
and  industry  wage  differences. 

•  Employee  benefit  (wage-related) 
cost— Acumen  considered  whether 
benefit  costs  need  to  be  included  in  the 
hospital  wage  index  and  discussed  the 
differences  between  Worksheet  A 
benefits  data  (proposed  by  MedPAC  to 


use  with  BLS  wage  data)  and  Worksheet 
S-3  benefit  data.  Acumen  also  analyzed 
the  possibility  of  using  BLS’  Employer 
Costs  for  Employee  Compensation 
(ECEC)  series  as  an  alternative  to 
Worksheet  A  or  Worksheet  S-3  benefits 
data  that  would  pose  less  of  a  data 
collection  burden  for  providers. 

•  Impact  of  the  fixed  national 
occupational  weights — Acumen 
assessed  MedPAC’s  and  CMS’  methods 
for  adjusting  for  occupational  mix 
differences.  While  the  proposed 
MedPAC  compensation  index  uses  fixed 
weights  for  occupations  representative 
of  the  hospital  industry  nationally,  the 
CMS  wage  index  incorporates  an 
occupational  mix  adjustment  (OMA) 
from  a  separate  data  collection. 

•  Year-to-year  volatility  in  the  CMS 
and  BLS  wage  data — Acumen  calculated 
the  extent  of  vplatility  in  the  CMS  and 
BLS  wage  indexes  using  several 
measures  of  volatility.  Acumen  also 
explored  potential  causes  of  volatility, 
such  as  the  number  of  hospitals  and  the 
annual  change  in  the  number  of 
hospitals  in  a  wage  area.  Finally, 
Acumen  evaluated  the  impact  on  annual 
volatility  of  using  a  2-year  rolling 
average  of  CMS  wage  index  values. 

In  the  first  part  of  its  final  report, 
Acumen  suggests  that  MedPAC’s 
recommended  methods  for  revising  the 
wage  index  represent  an  improvement 
over  the  existing  methods,  and  that  the 
BLS  data  should  be  used  so  that  the 
MedPAC  approach  can  be  implemented. 

Comment:  Several  commenters 
reiterated  their  concerns  regarding  the 
use  of  the  BLS  data  for  computing  the 
Medicare  wage  index  that  they  had 
expressed  in  public  comments  on  the 
FY  2009  IPPS  final  rule  (73  FR  48564). 
The  commenters  stated  that  they  still 
have  significant  concerns  about  the 
shortcomings  of  the  BLS  data,  and  they 
urged  CMS  to  move  cautiously  in 
considering  MedPAC’s  and  Acumen’s 
findings.  Other  commenters  expressed 
support  for  MedPAC’s  and  Acumen’s 
findings  and  recommendations, 
although  some  commenters  cautioned 
that  a  few  refinements  may  still  be 
needed  before  adopting  these 
recommendations.  MedPAC  commented 
that  they  look  forward  to  the  completion 
of  the  Acumen  study  and  to  working 
with  CMS  on  improving  the  hospital 
wage  index. 

Response:  As  Acumen’s  study  is 
incomplete  at  the  time  of  preparation  of 
this  final  rule,  we  are  making  no 
assessments  or  conclusions  in  this  rule 
with  regards  to  Acumen’s  findings  in 
Part  I  of  its  final  report.  As  we  mention 
below,  we  will  consider  both  of 
Acumen’s  final  reports  and  public 
comments  in  assessing  MedPAC’s 
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recommendations  and  making  future 
proposals  for  changes  in  the  wage  index. 

Part  II:  Wage  Index  Construction 

•  Alternative  wage  area  definitions — 
Acumen  will  explore  the  conceptual 
basis  for  defining  wage  areas  and 
investigate  alternative  wage  area 
definitions  that  have  been  considered  in 
prior  literature  to  reduce  differences 
between  areas. 

•  Differences  between  and  within 
contiguous  wage  areas — Acumen  will 
estimate  different  methods  for 
smoothing  wage  index  values  between 
geographically  proximate  areas  and 
examine  the  justification  for  and 
sensitivity  to  assumptions  used  by 
MedPAC  in  its  smoothing  method. 

•  Reasons  for  differential  impacts  of 
shifting  to  a  new  index — Acumen  will, 
analyze  the  impact  on  hospitals  if  CMS 
were  to  adopt  MedPAC’s  proposed 
compensation  index,  with  a  focus  on 
hospitals  that  would  no  longer  qualify 
for  exceptions  such  as  geographic 
reclassification  and  the  rural  floor. 
Acumen  will  also  determine  if  there  are 
identifiable  reasons  for  the  different 
impacts. 

As  mentioned  above,  Acumen  is 
expected  to  complete  and  publish  its 
analysis  for  the  second  part  of  its  final 
report  after  the  publication  date  of  this 
final  rule. 

We  indicated  in  the  FY  2009  IPPS 
final  rule  that,  in  developing  any 
proposals)  for  additional  wage  index 
reform  that  may  be  included  in  the  FY 
2010  IPPS  proposed  rule,  we  would 
consider  all  of  the  public  comments  on 
the  MedPAC  recommendations  that  we 
had  received  in  that  proposed 
rulemaking  cycle,  along  with  the 
interim  and  final  reports  to  be  submitted 
to  us  by  Acumen.  As  Acumen’s  study 
was  not  complete  at  the  time  of  issuance 
of  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  did  not  propose  any 
additional  changes  to  the  hospital  wage 
index  for  acute  care  hospitals  for  the  FY 
2010  IPPS. 

2.  FY  2009  Policy  Changes  in  Response 
to  Requirements  Under  Section  106(b) 
of  the  MIEA-TRHCA 

To  implement  the  requirements  of 
section  106(b)  of  the  MIEA-TRHCA  and 
respond  to  MedPAC’s  recommendations 
in  its  June  2007  report  to  Congress,  in 
the  FY  2009  IPPS  final  rule  (73  FR 
48567  through  48574),  we  made  the 
following  policy  changes  relating  to  the 
hospital  wage  index.  (We  refer  readers 
to  the  FY  2009  IPPS  final  rule  for  a  full 
discussion  of  the  basis  for  the  proposals, 
the  public  comments  received,  and  the 
FY  2009  final  policy.) 


a.  Reclassification  Average  Hourly  Wage 
Comparison  Criteria 

In  the  FY  2009  IPPS  final  rule,  we 
adopted  the  policy  to  adjust  the 
reclassification  average  hourly  wage 
standard,  comparing  a  reclassifying 
hospital’s  (or  county  hospital  group’s) 
average  hourly  wage  relative  to  the 
average, hourly  wage  of  the  area  to 
which  it  seeks  reclassification.  We 
provided  for  a  phase-in  of  the 
adjustment  over  2  years.  For 
applications  for  reclassification  for  the 
first  transitional  year,  FY  2010,  the 
average  hourly  wage  standards  were  set 
at  86  percent  for  urban  hospitals  and 
group  reclassifications  and  84  percent 
for  rural  hospitals.  For  applications  for 
reclassification  for  FY  2011  (for  which 
the  application  deadline  is  September  1, 
2009)  and  for  subsequent  fiscal  years, 
the  average  hourly  wage  standards  will 
be  88  percent  for  urban  and  group 
reclassifications  and  86  percent  for  rural 
hospitals  (§§412.230,  412.232,  and 
412.234  of  the  regulations).  As  stated 
above,  these  policies  were  adopted  in 
the  FY  2009  IPPS  final  rule. 

In  response  to  our  summary  of  the  FY 
2009  policy  changes  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24139),  we  received  several 
public  comments,  which  are 
summarized  below. 

Comment:  Several  comment ers 
opposed  raising  the  average  hourly  wage 
thresholds  to  88  percent  for  urban  and 
group  reclassifications  and  86  percent 
for  rural  hospitals  for  applications  for 
FY  2011  and  subsequent  years. 

Response:  As  we  discussed  in  the  FY 
2009  IPPS  proposed  and  final  rules, 
section  106(b)  of  the  MIEA-TRHCA 
required  the  Secretary  to  make  one  or 
more  proposals  to  revise  the  wage  index 
adjustment  for  FY  2009.  In  the  FY  2009 
IPPS  proposed  rule  (73  FR  48567 
through  48574),  we  indicated  that  while 
we  had  limited  authority  to  make 
changes  to  the  nine  specific  areas  of  the 
wage  index  that  the  law  required  us  to 
study,  we  did  carefully  review  the 
criteria  established  in  regulations  for 
allowing  a  hospital  to  geographically 
reclassify.  Specifically,  in  the  FY  2009 
IPPS  final  rule,  we  updated  the 
geographic  reclassification  criteria  based 
on  a  review  of  the  statistical  metrics  that 
were  used  to  establish  the  original 
standards  in  1993.  The  original 
individual  standards  were  set  using  a 
methodology  that  calculated  a 
percentile  range  of  one  standard 
deviation  from  the  mean  in  which  a 
typical  hospital’s  average  hourly  wage 
would  be  expected  to  fall  relative  to  its 
combined  labor  market  average  hourly 
wage.  In  short,  we  found  that  the 


average  hospital  average  hourly  wage  as 
a  percentage  of  its  area’s  wage  had 
increased  from  approximately  96 
percent  in  FY  1993  to  98  percent  in  the 
most  recent  3  fiscal  years.  Further,  the 
standard  deviation  had  been  reduced 
from  approximately  12  percent  to  10 
percent  over  the  same  time  period.  The 
original  criteria  were  set  equal  to  the 
average  less  the  standard  deviation  (96 
percent  less  12  percentage  points).  The 
revised  reclassification  criteria  based  on 
these  same  statistical  metrics  led  us  to 
change  the  standard  to  88  percent  (98 
percent  less  10  percentage  points).  By 
refining  our  standards,  we  found  that 
the  number  of  hospitals  that  are  able  to 
reclassify  despite  not  demonstrating 
average  hourly  wage  levels  that  truly 
justify  a  higher  wage  index  will  be 
reduced. 

We  considered  public  comments 
received  in  response  to  the  FY  2009 
IPPS  proposed  rule  before  making  this 
change  final  in  the  FY  2009  IPPS  final 
rule  (73  FR  48567  through  48574).  The 
change  in  policy  did  not  affect  any  3- 
year  geographic  reclassifications  that 
went  into  effect  beginning  in  FY  2009. 
Further,  in  response  to  public  comments 
on  the  FY  2009  IPPS  proposed  rule,  we 
decided  to  adopt  the  revised 
reclassification  criteria  over  a  2-year 
transitional  period.  Hospitals  will  be 
subject  to  the  88  percent  criteria  for 
urban  and  group  reclassifications  (86 
percent  for  rural  areas)  for  3-year 
geographic  reclassifications  beginning 
for  FY  2011  applications  due  to  the 
MGCRB  no  later  than  5  p.m.  (EST)  on 
September  1,  2009. 

Finally,  in  the  FY  2009  IPPS  final  rule 
and  in  section  III.B.l.b.  of  the  preamble 
of  this  final  rule,  we  discuss  our 
contract  with  Acumen  to  assist  us  in 
studying  the  wage  index  and  the 
MedPAC  recommendations,  and  also  to 
assist  us  in  developing  other  proposals 
for  reforming  the  wage  index.  At  this 
time,  the  study  is  still  in  progress  and 
Acumen  intends  to  issue  its  final  report 
this  year.  We  will  consider  possible 
additional  changes  to  the  wage  index 
through  the  formal  rulemaking  process 
after  our  review  of  Acumen’s  final 
report  and  recommendations. 

b.  Within-State  Budget  Neutrality 
Adjustment  for  the  Rural  and  Imputed 
Floors 

In  the  FY  2009  IPPS  final  rule,  we 
adopted  State  level  budget  neutrality 
(rather  than  the  national  budget 
neutrality  adjustment)  for  the  rural  and 
imputed  floors,  to  be  effective  beginning 
with  the  FY  2009  wage  index.  The 
transition  from  the  national  budget 
neutrality  adjustment  to  the  State  level 
budget  neutrality  adjustment  is  being 
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phased  in  over  a  3-year  period.  In  FY 
2009,  hospitals  received  a  blended  wage 
index  that  was  20  percent  of  a  wage 
index  with  the  State  level  rural  and 
imputed  floor  budget  neutrality 
adjustment  and  80  percent  of  a  wage 
index  with  the  national  budget 
neutrality  adjustment.  In  FY  2010,  the 
blended  wage  index  reflects  50  percent 
of  the  State  level  adjustment  and  50 
percent  of  the  national  adjustment.  In 
FY  2011,  the  adjustment  will  be 
completely  transitioned  to  the  State 
level  methodology. 

In  the  FY  2009  IPPS  final  rule,  we 
incorporated  this  policy  in  our 
regulation  at  §  412.64(e)(4).  Specifically, 
we  provided  that  CMS  makes  an 
adjustment  to  the  wage  index  to  ensure 
that  aggregate  payments  after 
implementation  of  the  rural  floor  under 
section  4410  of  the  Balanced  Budget  Act 
of  1997  (Pub.  L.  105-33)  and  the 
imputed  rural  floor  under  §  412.64(h)(4) 
are  made  in  a  manner  that  ensures  that 
aggregate  payments  to  hospitals  are  not 
affected  and  that,  beginning  October  1, 
2008,  CMS  would  transition  from  a 
nationwide  adjustment  to  a  statewide 
adjustment,  with  a  statewide  adjustment 
fully  in  place  by  October  1,  2010.  We 
note  that  the  imputed  floor  expires  on 
September  30,  2011  (as  discussed  in 
section  III.H.  of  this  preamble). 

Comment:  Several  commenters 
requested  that  CMS  repeal  its  decision 
to  apply  a  State  level  budget  neutrality 
adjustment  for  the  rural  and  imputed 
floors.  The  commenters  cited  the 
disparity  between  the  severe  negative 
economic  consequences  of  the  policy  for 
States  with  hospitals  receiving  a  floor 
payment,  compared  to  the  relatively 
minor  benefits  received  by  nonfloor 
States.  Multiple  commenters  pointed 
out  that,  because  numerous  other 
aspects  of  the  Medicare  wage  index 
either  cross  State  lines  (CBSAs),  or  are 
modeled  on  national  budget  neutrality 
(geographic  reclassification  and  outlier 
payments),  they  were  concerned  that  a 
State-specific  adjustment  establishes  a 
poor  precedent  and  violates  the  intent  of 
the  legislation  that  established  the  rural 
floor. 

Response:  We  disagree  that  a  State 
level  budget  neutrality  adjustment 
establishes  a  poor  precedent.  Unlike 
geographic  reclassification  or  outlier 
payment  budget  neutrality  adjustments, 
the  construction  of  the  rural  and 
imputed  floors  requires  that  wage  index 
comparisons  be  made  between  labor 
market  areas  within  a  specific  State. 
Analysis  in  the  FY  2009  IPPS  fin^l  rule 
demonstrated  how,  at  a  State-by-State 
level,  the  rural  and  imputed  floors 
create  a  benefit  for  a  minority  of  States 
that  is  then  funded1  by  a  majority  of 


States,  including  States  that  are 
overwhelmingly  rural  in  character.  In 
the  FY  2009  IPPS  final  rule,  we  also 
explained  that  because  the  imputed  and 
rural  floor  comparisons  occur  at  the 
State  level,  we  believed  it  would  be 
sound  policy  to  make  the  budget 
neutrality  adjustment  specific  to  the 
State,  redistributing  payments  among 
hospitals  within  the  State,  rather  than 
adjusting  payments  to  hospitals  in  other 
States.  In  the  FY  2009  IPPS  final  rule, 
we  adopted  a  3-year  phase-in  to  address 
the  concerns  that  such  a  transition  in 
policy  may  lead  to  sudden  decreases  in 
payments  for  certain  providers!  FY  2010 
will  mark  the  second  year  of  this 
transition,  with  a  50-percent  national, 
50-percent  within-State  budget 
neutrality  adjustment.  We  believe  that 
this  transition  period  will  continue  to 
mitigate  any  negative  impacts  on 
affected  hospitals  while  we  proceed 
towards  the  planned  adoption  of  100- 
percent  within-State  budget  neutrality 
in  FY  2011. 

In  addition,  we  do  not  believe  the 
legislative  history  demonstrates  an 
intent  for  a  particular  type  of  budget 
neutrality  adjustment.  The  Conference 
Report  for  the  rural  floor  states:  “The 
Secretary  would  be  required  to  make 
any  adjustments  in  the  wage  index  in  a 
budget  neutral  manner.”  (H.R.  Conf. 

Rep.  No.  105-217, 105th  Cong.,  1st  Sess. 
at  712)  However,  the  report  does  not 
reference  a  national  budget  neutrality 
adjustment,  as  compared  to  a  statewide 
budget  neutrality  adjustment.'Both  the 
legislative  history  and  the  plain 
language  of  the  rural  floor  provision 
anticipate  that  the  Secretary  would  have 
administrative  discretion  regarding  the 
“manner”  of  the  budget  neutrality 
adjustment.  Section  4410(b)  of  the  BBA 
of  1997  (Pub.  L.  105-33)  requires  that 
the  Secretary  adjust  wage  indices  “in  a 
manner  which  assures  that  the  aggregate 
payments  made  under  section  1886(d) 
of  the  Social  Security  Act  *  *  *  in  a 
fiscal  year  for  the  operating  costs  of 
inpatient  hospital  services  are  not 
greater  or  less  than  those  which  would 
be  made  in  the  year  if  this  section  did 
not  apply.”  Thus,  Congress  provided 
discretion  to  the  Secretary  to  determine 
the  manner  of  ensuring  that  the  rural 
floor  did  not  increase  costs  above  what 
they  would  have  been  in  the  absence  of 
the  rural  floor,  and  the  Secretary  has 
exercised  such  discretion  through  the 
adoption  of  a  statewide  adjustment. 

Comment:  A  number  of  commenters 
in  an  all-urban  State  urged  CMS  to  make 
the  imputed  floor  a  permanent 
provision.  The  commenters  explained  1 
that  their  State  is  geographically 
disadvantaged  because  it  is  bordered  by 
two  of  the  five  largest  cities  in  the 


United  States,  and  the  hospitals  in  the 
State  have  to  compete  with  those  larger 
cities  for  labor  resources  and  patients. 
The  commenters  noted  that,  when  CMS 
adopted  the  imputed  floor  policy  in  the 
FY  2005  IPPS  final  rule  (69  FR  49109), 
CMS  acknowledged  a  concern  by  some 
individuals  that  hospitals  in  all-urban 
States  are  financially  and  competitively 
disadvantaged  in  the  absence  of  an 
imputed  floor  wage  index.  The 
commenters  stated  that  CMS  has 
provided  no  rationale  for  discontinuing 
the  imputed  floor  after  FY  2011  and  has 
provided  no  documentation  to  support 
that  the  “anomalous”  situation,  as  it 
was  described  by  CMS  in  the  FY  2005 
EPPS  final  rule,  has  changed  for  all- 
urban  States. 

Response:  We  appreciate  the 
commenter’s  concern  about  the  imputed 
floor.  However,  we  made  no  proposals 
regarding  the  imputed  floor  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule.  Therefore,  we  are  making  no 
decisions  in  this  final  rule  regarding  any 
future  extension  of  the  imputed  floor. 

We  will  address  the  imputed  floor 
policy  in  the  FY  2011  IPPS  proposed 
rule,  which  will  allow  for  opportunity 
for  public  comment. 

Comment:  One  commenter  requested 
clarification  as  to  the  discrepancy 
between  rural  and  imputed  floor  budget 
neutrality  factors  referenced  in  the 
proposed  rule  (1.00016  referenced  at  74 
FR  24243  (the  Addendum  to  the 
proposed  rule)  and  1.000017  referenced 
at  74  FR  24663  (Appendix  A  to  the 
proposed  rule)). 

Response:  We  have  included  an 
updated  budget  neutrality  factor  in 
section  I.A.4.C.  of  the  Addendum  to  this 
final  rule,  along  with  an  explanation  in 
section  VI. I  of  Appendix  A  to  this  final 
rule  of  why  the  adjustment  amounts 
varied  in  the  proposed  rule. 

Comment:  One  commenter  requested 
CMS  to  explain  how  the  rural  floor 
budget  neutrality  adjustment  is 
performed  so  that  it  can  be  certified  and 
compared  to  prior  years.  The 
commenter  also  expressed  concerns 
about  how  State  level  budget  neutrality 
may  complicate  a  hospital’s  geographic 
reclassification  application  process,  may 
result  in  rural  hospitals  with  high  wage 
indices  being  significantly 
disadvantaged,  and  may  cause 
deviations  in  payments  between 
hospital  reclassifications  into  a  labor 
market  from  an  adjoining  State. 

Response:  We  provided  ample  details 
of  the  iterative  rural  floor  budget 
neutrality  calculation  process  in  the  FY 
2008  IPPS  final  rule  with  comment 
period  (72  FR  47325  through  4733).  In 
the  FY  2009  IPPS  final  rule  (73  FR 
48574),  we  further  explained  how  the 
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same  calculation  process  will  be  used  to 
phase  in  a  State  level  budget  neutrality 
adjustment. 

In  response  to -the  commenter’s  other 
concerns,  the  specific  scenarios 
presented  may  occur  regardless  of  how 
rural  and  imputed  floor  budget 
neutrality  is  achieved.  The  application 
of  the  rural  floor  itself,  despite  a 
national  or  a  State  level  budget 
neutrality  adjustment,  may  result  in 
situations  where  hospitals  classified  or 
reclassified  to  the  same  labor  market 
area  may  receive  differing  wage  indices. 
Hospitals  always  must  evaluate  multiple 
scenarios  when  determining  whether  to 
apply  for  a  reclassification  or  withdraw 
a  geographic  reclassification  request.  We 
provide  the  best  information  available 
in  the  IPPS  proposed  rule  to  facilitate 
these  decisions  and  allow  hospitals  a 
45-day  period  following  publication  of 
the  proposed  rule  to  evaluate  their 
options. 

C.  Core-Based  Statistical  Areas  for  the 
Hospital  Wage  Index 

The  wage  index  is  calculated  and 
assigned  to  hospitals  on  the  basis  of  the 
labor  market  area  in  which  the  hospital 
is  located.  In  accordance  with  the  broad 
discretion  under  section  1886(d)(3)(E)  of 
the  Act,  beginning  with  FY  2005,  we 
define  hospital  labor  market  areas  based 
on  the  Core-Based  Statistical  Areas 
(CBSAs)  established  by  OMB  and 
announced  in  December  2003  (69  FR 
49027).  For  a  discussion  of  OMB’s 
revised  definitions  of  CBSAs  and  our 
implementation  of  the  CBSA 
definitions,  we  refer  readers  to  the 
preamble  of  the  FY  2005  IPPS  final  rule 
(69  FR  49026  through  49032). 

As  with  the  FY  2009  final  rule,  in  the 
FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24139),  we 
proposed  to  provide  that  hospitals 
receive  100  percent  of  their  wage  index 
based  upon  the  CBSA  configurations. 
Specifically,  for  each  hospital,  we 
proposed  to  determine  a  wage  index  for 
FY-2010  employing  wage  index  data 
from  hospital,  cost  reports  for  cost 
reporting  periods  beginning  during  FY 
2006  and  using  the  CBSA  labor  market 
definitions.  We  consider  CBSAs  that  are 
MSAs  to  be  urban,  and  CBSAs  that  are 
Micropolitan  Statistical  Areas  as  well  as 
areas  outside  of  CBSAs  to  be  rural.  In 
addition,  it  has  been  our  longstanding 
policy  that  where  an  MSA  has  been 
divided  into  Metropolitan  Divisions,  we 
consider  the  Metropolitan  Division  to 
comprise  the  labor  market  areas  for 
purposes  of  calculating  the  wage  index 
(69  FR  49029)  (regulations  at 
§412.64(b)(l)(ii)(A)). 

On  November  20,  2008,  OMB 
announced  three  Micropolitan 


Statistical  Areas  that  now  qualify  as 
MSAs  (OMB  Bulletin  No.  09-01).  The 
new  urban  CBSAs  are  as  follows: 

•  Cape  Girardeau-Jackson,  Missouri- 
Illinois  (CBSA  16020).  Jhis  CBSA  is 
comprised  of  the  principal  cities  of  Cape 
Girardeau  and  Jackson,  Missouri  in 
Alexander  County,  Illinois;  Bollinger 
County,  Missouri,  and  Cape  Girardeau 
County,  Missouri. 

•  Manhattan,  Kansas  (CBSA  31740). 
This  CBSA  is  comprised  of  the  principal 
city  of  Manhattan,  Kansas  in  Geary 
County,  Pottawatomie  County,  and 
Riley  County. 

•  Mankato-North  Mankato, 

Minnesota  (CBSA  31860).  This  CBSA  is 
comprised  of  the  principal  cities  of 
Mankato  and  North  Mankato,  Minnesota 
in  Blue  Earth  County  and  Nicollet 
County. 

OMB  also  changed  the  principal  cities 
and  titles  of  a  number  of  CBSAs  and  a 
Metropolitan  Division,  as  follows: 

•  Broomfield,  Colorado  qualifies  as  a 
new  principal  city  of  the  Denver- 
Aurora,  Colorado  CBSA.  The  new  title 
is  Denver-Aurora-Broomfield,  Colorado 
CBSA. 

•  Chapel  Hill,  North  Carolina 
qualifies  as  a  new  principal  city  of  the 
Durham,  North  Carolina  CBSA.  The  new 
title  is  Durham-Chapel  Hill,  North 
Carolina  CBSA. 

•  Chowchilla,  California  qualifies  as  a 
new  principal  city  ofthe  Madera, 
California  CBSA.  The  new  title  is 
Madera-Chowchilla,  California  CBSA. 

•  Panama  City  Beach,  Florida 
qualifies  as  a  new  principal  city  of  the 
Panama  City-Lynn  Haven,  Florida 
CBSA.  The  new  title  is  Panama  City- 
Lynn  Haven-Panama  City  Beach,  Florida 
CBSA. 

•  East  Wenatchee,  Washington 
qualifies  as  a  new  principal  city  of  the 
Wenatchee,  Washington  CBSA.  The  new 
title  is  Wenatchee-East  Wenatchee, 
Washington  CBSA. 

•  Rockville,  Maryland  replaces 
Gaithersburg,  Maryland  as  the  third 
most  populous  city  of  the  Bethesda- 
Frederick-Gaithersburg,  Maryland 
Metropolitan  Division.  The  new  title  is 
Bethesda-Frederick-Rockville,  Maryland 
Metropolitan  Division. 

The  OMB  bulletin  is  available  on  the 
OMB  Web  site  at  http:// 
www.whitehouse.gov/OMB — go  to 
"Bulletins”  or  “Statistical  Programs  and 
Standards.”  CMS  will  apply  these 
changes  to  the  IPPS  beginning  October 
1,  2009. 

We  note  that  several  public 
commenters  who  responded  to  the 
proposed  rule  expressed  their  concerns 
that  CAHs  in  the  new  MSAs  will  lose 
their  CAH  status  and  be  forced  to 
convert  to  IPPS  hospitals  because  the 


areas  will  be  designated  as  urban 
instead  of  rural.  The  commenters 
recalled  that  the  same  situation 
occurred  in  FY  2005  when  CMS 
adopted  OMB’s  CBSA  definitions.  At 
that  time,  CMS  allowed  CAHs  located  in 
rural  counties  that  became  urban  to 
maintain  their  CAH  status  for  2  years 
(69  FR  49221).  If  these  CAHs  were 
unable  in  2  years  to  obtain  rural  status 
under  §  412.103,  they  were  required  to 
convert  to  IPPS  status.  A  more  detailed 
discussion  of  the  public  comments  and 
our  response  is  included  in  section 
VII.C.  of  the  preamble  of  this  final  rule. 

D.  Occupational  Mix  Adjustment  to  the 
FY  2010  Wage  Index 

As  stated  earlier,  section  1886(d)(3)(E) 
of  the  Act  provides  for  the  collection  of 
data  every  3  years  on  the  occupational 
mix  of  employees  for  each  short-term, 
acute  care  hospital  participating  in  the 
Medicare  program,  in  order  to  construct 
an  occupational  mix  adjustment  to  the 
wage  index,  for  application  beginning 
October  1,  2004  (the  FY  2005  wage 
index).  The  purpose  of  the  occupational 
mix  adjustment  is  to  control  for  the 
effect  of  hospitals’  employment  choices 
on  the  wage  index.  For  example, 
hospitals  may  choose  to  employ 
different  combinations  of  registered 
nurses,  licensed  practical  nurses, 
nursing  aides,  and  medical  assistants  for 
the  purpose  of  providing  nursing  care  to 
their  patients.  The  varying  labor  costs 
associated  with  these  choices  reflect 
hospital  management  decisions  rather 
than  geographic  differences  in  the  costs 
of  labor. 

1.  Development  of  Data  for  the  FY  2010 
Occupational  Mix  Adjustment  Based  on 
the  2007-2008  Occupational  Mix 
Survey 

As  provided  for  under  section 
1886(d)(3)(E)  of  the  Act,  we  collect  data 
every  3  years  on  the  occupational  mix 
of  employees  for  each  short-term,  acute 
care  hospital  participating  in  the 
Medicare  program.  For  the  FY  2009 
hospital  wage  index,  we  used  data  from 
the  2006  Medicare  Wage  Index 
Occupational  Mix  Survey  (the  2006 
survey)  to  calculate  the  occupational 
mix  adjustment.  In  the  2006  survey,  we 
included  several  modifications  to  the 
original  occupational  mix  survey,  the 
2003  survey,  including  (1)  allowing 
hospitals  to  report  their  own  average 
hourly  wage  rather  than  using  BLS  data; 
(2)  extending  the  prospective  survey 
period;  and  (3)  reducing  the  number  of 
occupational  categories  but  refining  the 
subcategories  for  registered  nurses. 

The  2006  survey  provided  for  the 
collection  of  hospital-specific  wages  and 
hours  data,  a  6-month  prospective 
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reporting  period  (that  is,  January  1, 

2006,  through  June  30,  2006),  the 
transfer  of  each  general  service  category 
that  comprised  less  than  4  percent  of 
total  hospital  employees  in  the  2003 
survey  to  the  “all  other  occupations” 
category  (the  revised  survey  focused 
only  on  the  mix  of  musing  occupations), 
additional  clarification  of  the 
definitions  for  the  occupational 
categories,  an  expansion  of  the 
registered  nurse  category  to  include 
functional  subcategories,  and  the 
exclusion  of  average  hourly  rate  data 
associated  with  advance  practice  nurses. 
The  2006  survey  included  only  two 
general  occupational  categories:  Nursing 
and  “all  other  occupations.”  The 
nursing  category  had  four  subcategories: 
Registered  muses,  licensed  practical 
nurses,  aides,  orderlies,  attendants,  and 
medical  assistants.  The  registered  nurse 
subcategory  included  two  functional 
subcategories:  Management  personnel 
and  staff  nurses  or  clinicians.  As 
indicated  above,  the  2006  survey 
provided  for  a  6-month  data  collection 
period,  from  January  1,  2006  through 
June  30,  2006.  To  allow  flexibility  for 
the  reporting  period  beginning  and 
ending  dates  to  accommodate  some 
hospitals’  biweekly  payroll  and 
reporting  systems,  we  modified  the  6- 
month  data  collection  period  for  the 
2006  survey  from  January  1,  2006, 
through  June  30,  2006,  to  a  6-month 
reporting  period  that  began  on  or  after 
December  25,  2005,  and  ended  before 
July  9,  2006.  OMB  approved  the  revised 
2006  occupational  mix  survey  (Form 
CMS-10079  (2006))  on  April  25,  2006. 
The  original  timelines  for  the  collection, 
review,  and  correction  of  the  2006 
occupational  mix  data  were  discussed 
in  detail  in  the  FY  2007  IPPS  final  rule 
(71  FR  48008).  . 

As  we  proposed,  for  the  FY  2010 
hospital  wage  index,  we  used 
occupational  mix  data  collected  on  a 
revised  2007-2008  Medicare  Wage 
Index  Occupational  Mix  Survey  (the 
2007-2008  survey)  to  compute  the 
occupational  mix  adjustment  for  FY 
2010.  In  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47315),  we 
discussed  how  we  modified  the  2006 
occupational  mix  survey.  The  revised 
2007-2008  occupational  mix  survey 
provided  for  the  collection  of  hospital- 
specific  wages  and  hours  data  for  the  1- 
year  period  of  July  1,  2007,  through  June 
30,  2008,  additional  clarifications  to  the 
survey  instructions,  the  elimination  of 
the  registered  nurse  subcategories,  some 
refinements  to  the  definitions  of  the 
occupational  categories,  and  the 
inclusion  of  additional  cost  centers  that 
typically  provide  nursing  services. 


On  February  2,  2007,  we  published  in 
the  Federal  Register  a  notice  soliciting 
comments  on  the  proposed  revisions  to 
the  2006  occupational  mix  survey  (72 
FR  5055).  The  comment  period  for  the 
notice  ended  on  April  3,  2007.  After 
considering  the  comments  we  received, 
we  made  a  few  minor  editorial  changes 
and  published  the  final  2007-2008 
occupational  mix  survey  on  September 
14,  2007  (72  FR  52568).  OMB  approved 
the  survey  without  change  on  February 

1,  2008  (OMB  Control  Number  0938- 
0907).  The  2007-2008  Medicare 
occupational  mix  survey  (Form  CMS- 
10079  (2008))  is  available  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
AcutelnpatientPPS/WIFN/ 

list,  asp#  TopOfPage,  and  through  the 
fiscal  intermediaries/MACs.  Hospitals 
were  required  to  submit  their  completed 
surveys  to  their  fiscal  intermediaries/ 
MACs  by  September  2,  2008.  The 
preliminary,  unaudited  2007-2008 
occupational  mix  survey  data  were 
released  in  early  October  2008,  along 
with  the  FY  2006  Worksheet  S-3  wage 
data,  for  the  FY  2010  wage  index  review 
and  correction  process. 

2.  Calculation  of  the  Occupational  Mix 
Adjustment  for  FY  2010 

For  FY  2010  (as  we  did  for  FY  2009), 
we  are  calculating  the  occupational  mix 
adjustment  factor  using  the  following 
steps: 

Step  1 — For  each  hospital,  determine 
the  percentage  of  the  total  nursing 
category  attributable  to  a  nursing 
subcategory  by  dividing  the  nursing 
subcategory  hours  by  the  total  nursing 
category’s  hours.  Repeat  this 
computation  for  each  of  the  four  nursing 
subcategories:  Registered  nurses; 
licensed  practical  nurses;  nursing  aides, 
orderlies,  and  attendants;  and  medical 
assistants. 

Step  2 — Determine  a  national  average 
hourly  rate  for  each  nursing  subcategory 
by  dividing  a  subcategory’s  totdl  salaries 
for  all  hospitals  in  the  occupational  mix 
survey  database  by  the  subcategory’s 
total  hours  for  all  hospitals  in  the 
occupational  mix  survey  database. 

Step  3 — For  each  hospital,  determine 
an  adjusted  average  hourly  rate  for  each 
nursing  subcategory  by  multiplying  the 
percentage  of  the  total  nursing  category 
(from  Step  1)  by  the  national  average 
hourly  rate  for  that  nursing  subcategory 
(from  Step  2).  Repeat  this  calculation  for 
each  of  the  four  nursing  subcategories. 

Step  4 — For  each  hospital,  determine 
the  adjusted  average  hourly  rate  for  the 
total  nursing  category  by  summing  the 
adjusted  average  hourly  rate  (from  Step 
3)  for  each  of  the  nursing  subcategories. 

Step  5 — Determine  the  national 
average  hourly  rate  for  the  total  nursing 


category  by  dividing  total  nursing 
category  salaries  for  all  hospitals  in  the 
occupational  mix  survey  database  by 
total  nursing  category  hours  for  all 
hospitals  in  the  occupational  mix 
survey  database. 

Step  6 — For  each  hospital,  compute 
the  occupational  mix  adjustment  factor 
for  the  total  nursing  category  by 
dividing  the  national  average  hourly 
rate  for  the  total  nursing  category  (from 
Step  5)  by  the  hospital’s  adjusted 
average  hourly  rate  for  the  total  nursing 
category  (from  Step  4). 

If  the  hospital’s  adjusted  average 
hourly  rate  is  less  than  the  national 
average  hourly  rate  (indicating  the 
hospital  employs  a  less  costly  mix  of 
nursing  employees),  the  occupational 
mix  adjustment  factor  is  greater  than 
1.0000.  If  the  hospital’s  adjusted  average 
hourly  rate  is  greater  than  the  national 
average  hourly  rate,  the  occupational 
mix  adjustment  factor  is  less  than 
1.0000. 

Step  7 — For  each  hospital,  calculate 
the  occupational  mix  adjusted  salaries 
and  wage-related  costs  for  the  total 
nursing  category  by  multiplying  the 
hospital’s  total  salaries  and  wage-related 
costs  (from  Step  5  of  the  unadjusted 
wage  index  calculation  in  section  III.G. 
of  this  preamble)  by  the  percentage  of 
the  hospital’s  total  workers  attributable 
to  the  total  nursing  category  (using  the 
occupational  mix  survey  data,  this 
percentage  is  determined  by  dividing 
the  hospital’s  total  nursing  category 
salaries  by  the  hospital’s  total  salaries 
for  “nursing  and  all  other”)  and  by  the 
total  nursing  category’s  occupational 
mix  adjustment  factor  (from  Step  6 
above). 

The  remaining  portion  of  the 
hospital’s  total  salaries  and  wage-related 
costs  that  is  attributable  to  all  other 
employees  of  the  hospital  is  not 
adjusted  by  the  occupational  mix.  A 
hospital’s  all  other  portion  is 
determined  by  subtracting  the  hospital’s 
nursing  category  percentage  from  100 
percent. 

Step  8 — For  each  hospital,  calculate 
the  total  occupational  mix  adjusted 
salaries  and  wage-related  costs  for  a 
hospital  by  summing  the  occupational 
mix  adjusted  salaries  and  wage-related 
costs  for  the  total  nursing  category  (from 
Step  7)  and  the  portion  of  the  hospital’s 
salaries  and  wage-related  costs  for  all 
other  employees  (from  Step  7). 

To  compute  a  hospital’s  occupational 
mix  adjusted  average  hourly* wage, 
divide  the  hospital’s  total  occupational 
mix  adjusted  salaries  and  wage-related 
costs  by  the  hospital’s  total  hours  (from 
Step  4  of  the  unadjusted  wage  index 
calculation  in  section  III.G.  of  this 
preamble). 
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Step  9 — To  compute  the  occupational 
mix  adjusted  average  hourly  wage  for  an 
urban  or  rural  area,  sum  the  total 
occupational  mix  adjusted  salaries  and 
wage-related  costs  for  all  hospitals  in 
the  area,  then  sum  the  total  hours  for  all 
hospitals  in  the  area.  Next,  divide  the 
area:s  occupational  mix  adjusted 
salaries  and  wage-related  costs  by  the 
area’s  hours. 

Step  10 — To  compute  the  national 
occupational  mix  adjusted  average 
hourly  wage,  sum  the  total  occupational 


mix  adjusted  salaries  and  wage-related 
costs  for  all  hospitals  in  the  Nation,  then 
sum  the  total  hours  for  all  hospitals  in 
the  Nation.  Next,  divide  the  national 
occupational  mix  adjusted  salaries  and 
wage-related  costs  by  the  national 
hours.  The  FY  2010  occupational  mix 
adjusted  national  average  hourly  wage  is 
$33.5268. 

Step  11 — To  compute  the 
occupational  mix  adjusted  wage  index, 
divide  each  area’s  occupational  mix 
adjusted  average  hourly  wage  (Step  9) 


by  the  national  occupational  mix 
adjusted  average  hourly  wage  (Step  10). 

Step  12 — To  compute  the  Puerto  Rico 
specific  occupational  mix  adjusted  wage 
index,  follow  Steps  1  through  11  above. 
The  FY  2010  occupational  mix  adjusted 
Puerto  Rico-specific  average  hourly 
wage  is  $14.2555. 

-  The  table  below  is  an  illustrative  • 
example  of  the  occupational  mix 
adjustment. 

BILLING  CODE  4120-01-P 


Example  of  Occupational  Mix  Adjustment 


43832 


Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


Because  the  occupational  mix 
adjustment  is  required  by  statute,  all 
hospitals  that  are  subject  to  payments 
under  the  IPPS,  or  any  hospital  that 
would  be  subject  to  the  IPPS  if  not 
granted  a  waiver,  must  complete  the 
occupational  mix  survey,  unless  the 
hospital  has  no  associated  cost  report 
wage  data  that  are  included  in  the 
proposed  FY  2010  wage  index.  For  the 
FY  2007-2008  survey,  the  response  rate 
was  89  percent. 

In  computing  the  FY  2010  wage 
index,  if  a  hospital  did  not  respond  to 
the  occupational  mix  survey,  or  if  we 
determined  that  a  hospital’s  submitted 
data  were  too  erroneous  to  include  in 
the  wage  index,  we  assigned  the 
hospital  the  average  occupational  mix 
adjustment  for  the  labor  market  area.  We 
believed  this  method  had  the  least 
impact  on  the  wage  index  for  other 
hospitals  in  the  area.  For  areas  where  no 
hospital  submitted  data  for  purposes  of 
calculating  the  proposed  occupational 
mix  adjustment,  we  applied  the  national 
occupational  mix  factor  of  1.0000  in 
calculating  the  area’s  FY  2010 
occupational  mix  adjusted  wage  index. 
(We  indicated  in  the  FY  20t)8  and  FY 
2009  IPPS  final  rules  that  we  reserve  the 
right  to  apply  a  different  approach  in 
future  years,  including  potentially 
penalizing  nonresponsive  hospitals  (72 
FR  47314).)  In  addition,  if  a  hospital 
submitted  a  survey,  but  that  survey  data 
cannot  be  used  because  we  determine  it 
to  be  aberrant,  we  also  assigned  the 
hospital  the  average  occupational  mix 
adjustment  for  its  labor  market  area.  For 
example,  if  a  hospital’s  individual  nurse 
category  average  hourly  wages  were  out 
of.range  (that  is,  unusually  high  or  low), 
and  the  hospital  did  not  provide 
sufficient  documentation  to  explain  the 
aberrancy,  or  the  hospital  did  not 
submit  any  registered  nurse  salaries  or 
hours  data,  we  assigned  the  hospital  the 
average  occupational  mix  adjustment  for 
the  labor  market  area  in  which  it  is 
located. 

In  calculating  the  average 
occupational  mix  adjustment  factor  for 
a  labor  market  area,  we  replicated  Steps 
1  through  6  of  the  calculation  for  the 
occupational  mix  adjustment.  However, 
instead  of  performing  these  steps  at  the 
hospital  level,  we  aggregated  the  data  at 
the  labor*  market  area  level.  In  following 
these  steps,  for  example,  for  CBSAs  that 
contain  providers  that  did  not  submit 
occupational  mix  survey  data,  the 
occupational  mix  adjustment  factor 
ranged  from  a  low  of  0.9252  (CBSA 
17780,  College  Station-Bryan,  TX),  to  a 
high  of  1.0933  (CBSA  29700,  Laredo, 
TX).  Also,  in  computing  a  hospital’s 
occupational  mix  adjusted  salaries  and 
wage-related  costs  for  nursing 


employees  (Step  7  of  the  calculation),  in 
the  absence  of  occupational  mix  survey 
data,  we  multiplied  the  hospital’s  total 
salaries  and  wage-related  costs  by  the 
percentage  of  the  area’s  total  workers 
attributable  to  the  area's  total  nursing 
category.  For  FY  2010,  there  are  7 
CBSAs  (that  include  15  hospitals)  for 
which  we  did  not  have  occupational 
mix  data  for  any  of  its  hospitals.  The 
CBSAs  are: 

•  CBSA  21940 — Fajardo,  PR  (one 
hospital) 

•  CBSA  22140 — Farmington,  NM  (one 
hospital) 

•  CBSA  25020 — Guayama,  PR  (three 
hospitals) 

•  CBSA  36140 — Ocean  City,  NJ  (one 
hospital) 

•  CBSA  38660 — Ponce,  PR  (six 
hospitals) 

•  CBSA  41900 — San  German-Cabo  Rojo, 
PR  (two  hospitals) 

•  CBSA  49500— ^Yauco,  PR  (one 
hospital) 

Since  the  FY  2007  IPPS  final  rule,  we 
have  periodically  discussed  applying  a 
hospital-specific  penalty  to  hospitals 
that  fail  to  submit  occupational  mix 
survey  data.  (71  FR  48013  through 
48014;  72  FR  47314  through  47315;  and 
73  FR  48580).  During  the  FY  2008 
rulemaking  cycle,  some  commenters 
suggested  a  penalty  equal  to  a  1-  to  2- 
percent  reduction  in  the  hospital’s  wage 
index  value  or  a  set  percentage  of  the 
standardized  amount.  During  the  FY 
2009  rulemaking  cycle,  several 
commenters  reiterated  their  view  that 
full  participation  in  the  occupational 
mix  survey  is  critical,  and  that  CMS 
should  develop  a  methodqjogy  that 
encourages  hospitals  to  report 
occupational  mix  survey  data  but  does 
not  unfairly  penalize  neighboring 
hospitals.  However,  to  date,  we  have  not 
adopted  a  penalty  for  hospitals  that  fail 
to  submit  occupational  mix  data. 

After  review  of  the  data  for  the 
proposed  FY  2010  wage  index,  we 
became  concerned  about  the  increasing 
number  of  hospitals  that  fail  to  submit 
occupational  mix  data  and  the  impact  it 
may  have  on  area  wage  indices.  The 
survey  response  rate  has  dropped 
significantly  from  93.8  percent  for  the 
2003  survey  to  90.7  percent  for  the  2006 
survey  and  90.3  percent  for  the  2007- 
2008  survey.  In  40  CBSAs,  the  response 
rate  was  under  70  percent.  In  addition, 
for  50  areas,  including  New  York-White 
Plains-Wayne,  New  York-New  Jersey 
(35644),  Oklahoma  City,  Oklahoma 
(36420),  Rural  Georgia  (11),  Rural 
Oklahoma  (37),  Dallas-Plano-Irving,  TX 
(19124),  Newark-Union,  NJ-PA-(35084), 
and  Fort  Worth- Arlington,  TX  (23104), 
the  area  response  rate  decreased  15 


percent  or  more  between  the  2006 
survey  and  the  2007-2008  survey.  In  all. 
of  Puerto  Rico,  only  21.6  percent  of 
hospitals  submitted  2007-2008  survey 
data:  If  we  had  proposed  to  apply  a 
penalty  for  nonresponsive  hospitals  for 
the  FY  2010  wage  index,  Puerto  Rico 
hospitals  would  have  been  significantly 
adversely  affected  in  both  the  proposed 
national  and  Puerto  Rico-specific  wage 
indices.  We  indicated  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
that,  while  we  were  not  proposing  a 
penalty  at  that  time,  we  would  consider 
the  public  comments  we  previously 
received,  as  well  as  any  public 
comments  on  the  proposed  rule,  as  we 
develop  the  proposed  FY  2011  wage 
index.  One  approach  that  we  will 
explore  is  to  assign  any  nonresponsive 
hospital  the  occupational  mix  factor 
deriving  from  the  survey  that  would 
result  in  the  greatest  negative 
adjustment  to  the  hospital’s  wage  index. 
We  also  will  consider  applying  the  same 
penalty  to  hospitals  that  submit 
unusable  occupational  mix  data. 
Although  we  would  apply  this  penalty 
factor  in  establishing  the  hospital’s 
payment  rate,  we  would  not  use  this 
factor  in  computing  the  area’s  wage 
index.  Rather,  in  computing  the  area 
wage  index,  we  would  apply  the  same 
methodology  as  described  above  (that  is, 
assign  the  nonresponsive  hospital  the 
average  occupational  mix  adjustment 
factor  for  the  labor  market  area)  so  that 
other  hospitals  in  the  area  are  minimally 
impacted  by  the  hospital’s  failure  to 
submit  occupational  mix  data.  Again, 
we  note  that  we  reserve  the  right  to 
penalize  nonresponsive  hospitals  in  the 
future.  In  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  we  welcomed 
public  comments  on  this  matter  and 
indicated  that  we  would  address  this 
issue  in  next  year’s  IPPS  proposed  rule. 

Comment:  Several  commenters 
indicated  that  they  share  CMS’  concerns 
about  the  increasing  number  of 
hospitals  that  fail  to  submit 
occupational  mix  data.  The  commenters 
contended  that  accuracy  and  fairness  in 
the  occupational  mix  adjustment  will 
only  be  achieved  through  100  percent 
hospital  participation  and  agreed  that 
CMS  should  consider  a  penalty  for 
hospitals  that  do  not  participate.  The 
commenters  suggested  that  CMS  should 
not  simply  substitute  unfavorable 
occupational  mix  data  for  noncompliant 
hospitals  because  it  could  unfairly 
penalize  other  neighboring  hospitals 
that  are  diligent  in  reporting  their  data. 
Some  commenters  recommended  that 
CMS  apply  a  percentage  adjustment  to 
the  standardized  rate  or  to  the  wage 
index  that  would  reduce  Medicare 
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payment  to  nonparticipating  hospitals, 
similar  to  the  slight  payment  differential 
for  hospitals  failing  to  provide  quality 
data.  One  commenter  added  that  the 
penalty  should  be  applied  in  a  budget 
neutral  manner.  Another  commenter 
suggested  that  the  penalty  should  be 
applied  to  inpatient  and  outpatient 
payments.  The  commenters  also 
recommended  an  appeal  process  that 
would  allow  hospitals  to  rectify  the 
situation  when  the  Medicare  contractor 
or  CMS  determines  that  a  hospital’s  data 
were  not  submitted,  not  acceptable,  or 
unusable. 

Response:  We  appreciate  all  of  the 
comments  and  suggestions  we  received 
regarding  a  penalty  for  hospitals  that  do 
not  participate  in  the  occupational  mix 
survey.  We  will  consider  these 
comments  and  other  methods  in 
developing  a  proposal  for  the  FY  2011 
IPPS  proposed  rule. 

Comment:  Several  commenters  gave 
suggestions  for  improving  the  next 
update  of  the  occupational  mix  survey. 
(The  2007-2008  survey  will  expire  with 
the  FY  2012  wage  index.)  Suggestions 
included  the  following: 

•  Use  calendar  year  2010  instead  of 
the  12  months  ending  June  30,  2011. 

•  Add  unit  secretaries  because  their 
duties  are  similar  to  the  administrative 
functions  of  nurses  and  medical 
assistants. 

•  Add  an  “all  other  nursing”  category 
to  capture  all  employees  in  the  specified 
cost  centers  who  are  not  in  the  specific 
categories  (for  example,  emergency 
medical  technicians  and  instrument 
technicians).  This  will  help  CMS  and 
others  to  quantify  the  percent  of  nursing 
cost  center  employees  that  are  not 
covered  under  the  survey  categories. 

•  Revise  the  Medicare  cost  report  to 
include  the  occupational  mix  survey 
data. 

Response:  Although  we  made  no 
proposals  in  the  FY  2010  proposed  rule 
regarding  the  next  update  of  the 
occupational  mix  survey,  we  appreciate 
receiving  these  comments  and  will 
consider  them  as  we  plan  and  develop 
the  new  survey.  As  with  prior  updates 
to  the  occupational  mix  survey,  we  will 
publish  a  notice  of  proposed  data 
collection  with  a  comment  period, 
through  the  Paperwork  Reduction  Act 
process,  in  a  future  Federal  Register. 

E.  Worksheet  S-3  Wage  Data  for  the  FY 
2010  Wage  Index 

The  FY  2010  wage  index  values  are 
based  on  the  data  collected  from  the 
Medicare  cost  reports  submitted  by 
hospitals  for  cost  reporting  periods 
beginning  in  FY  2006  (the  FY  2009  wage 
index  was  based  on  FY  2006  wage  data). 


1.. Included  Categories  of  Costs 

The  FY  2010  wage  index  includes  the 
following  categories  of  data  associated 
with  costs  paid  under  the  IPPS  (as  well 
as  outpatient  costs): 

•  Salaries  and  horns  from  short-term, 
acute  care  hospitals  (including  paid 
lunch  hours  and  hours  associated  with 
military  leave  and  jury  duty). 

•  Home  office  costs  and  hours. 

•  Certain  contract  labor  costs  and 
hours  (which  include  direct  patient 
care,  certain  top  management, 
pharmacy,  laboratory,  and  nonteaching 
physician  Part  A  services,  and  certain 
contract  indirect  patient  care  services 
(as  discussed  in  the  FY  2008  final  rule 
with  comment  period  (72  FR  47315)). 

•  Wage-related  costs,  including 
pensions  and  other  deferred 
compensation  costs.  We  note  that,  on 
March  28,  2008,  CMS  published  a 
technical  clarification  to  the  cost 
reporting  instructions  for  pension  and 
deferred  compensation  costs  (sections 
2140  through  2142.7  of  the  Provider 
Reimbursement  Manual,  Part  I).  These 
instructions  are  used  for  developing 
pension  and  deferred  compensation 
costs  for  purposes  of  the  wage  index,  as 
discussed  in  the  instructions  for 
Worksheet  S-3,  Part  II,  Lines  13  through 
20  and  in  the  FY  2006  IPPS  final  rule 
(70  FR  47369). 

Comment:  Several  commenters 
addressed  our  policy  for  determining 
pension  costs  for  the  wage -index.  The 
commenters  acknowledged  that  they 
have  raised  many  of  their  arguments, 
such  as  arguments  regarding 
retroactivity,  before  the  Provider 
Reimbursement  Review  Board  (PRRB). 

Response:  First,  we  did  not  propose  to 
make  any  changes  to,  nor  request  public 
comments  on,  reporting  pension  costs 
for  the  wage  index.  Therefore,  we 
consider  the  public  comments  received 
on  this  issue  outside  of  the  scope  of  this 
rulemaking.  Further,  we  already 
discussed  our  policies  for  reporting 
pension  costs  in  the  FY  2006  IPPS  final 
rule  (70  FR  47369).  We  note  that  the 
policy  for  reporting  pension  costs  for 
the  wage  index  currently  can  be  found 
in  section  3605.2  of  the  Provider 
Reimbursement  Manual  (PRM),  Part  II, 
and  section  2142  of  PRM,  Part  I.  We 
expect  that  purely  legal  arguments,  such 
as  arguments  on  retroactivity,  will  be 
addressed  through  the  adjudication 
process. 

2.  Excluded  Categories  of  Costs 

Consistent  with  the  wage  index 
methodology  for  FY  2009,  the  wage 
index  for  FY  2010  also  excludes  the 
direct  and  overhead  salaries  and  hours 
for  services  not  subject  to  IPPS  payment, 


such  as  SNF  services,  home  health 
services,  costs  related  to  GME  (teaching 
physicians  and  residents)  and  certified 
registered  nurse  anesthetists  (CRNAs), 
and  other  subprovider  components  that 
are  not  paid  under  the  IPPS.  The  FY 
2010  wage  index  also  excludes  the 
salaries,  hours,  and  wage-related  costs 
of  hospital-based  rural  health  clinics 
(RHCs),  and  Federally  qualified  health 
centers  (FQHCs)  because  Medicare  pays 
for  these  costs  outside  of  the  IPPS  (68 
FR  45395).  In  addition,  salaries,  hours, 
and  wage-related  costs  of  CAHs  are 
excluded  from  the  wage  index,  for  the 
reasons  explained  in  the  FY  2004  IPPS 
final  rule  (68  FR  45397). 

3.  Use  of  Wage  Index  Data  by  Providers 
Other  Than  Acute  Care  Hospitals  Under 
the  IPPS 

Data  collected  for  the  IPPS  wage 
index  are  also  currently  used  to 
calculate  wage  indices  applicable  to 
other  providers,  such  as  SNFs,  home 
health  agencies  (HHAs),  and  hospices. 

In  addition,  they  are  used  for 
prospective  payments  to  IRFs,  IPFs,  and 
LTCHs,  and  for  hospital  outpatient 
services.  We  note  that,  in  the  IPPS  rules, 
we  do  not  address  comments  pertaining 
to  the  wage  indices  for  non-IPPS 
providers,  other  than  for  LTCHs. 
(Beginning  with  this  final  rule,  for  the 
RY  2010,  we  are  including  in  the  same 
document' updates  to  the  LTCH  PPS.) 
Such  comments  should  be  made  in 
response  to  separate  proposed  rules  for 
those  providers. 

F.  Verification  of  Worksheet  S-3  Wage 
Data 

The  wage  data  for  the  FY  2010  wage 
index  were  obtained  from  Worksheet 
S— 3,  Parts  II  and  III  of  the  FY  2006 
Medicare  cost  reports.  Instructions  for 
completing  Worksheet  S-3,  Parts  II  and 
III  are  in  the  Provider  Reimbursement 
Manual  (PRM),  Part  II,  sections  3605.2 
and  3605.3.  The  data  file  used  to 
construct  the  wage  index  includes  FY 
2006  data  submitted  to  us  as  of  March 
2,  2009.  As  in  past  years,  we  performed 
an  intensive  review  of  the  wage  data, 
mostly  through  the  use  of  edits  designed 
,  to  identify  aberrant  data. 

We  asked  our  fiscal  intermediaries/ 
MACs  to  revise  or  verify  data  elements 
that  resulted  in  specific  edit  failures. 

For  the  proposed  FY  2010  wage  index, 
we  identified  and  excluded  34  providers 
with  data  that  were  too  aberrant  to 
include  in  the  proposed  wage  index, 
although  we  stated  that  if  data  elements 
for  some  of  these  providers  were 
corrected,  we  intended  to  include  some 
of  these  providers  in  the  FY  2010  final 
wage  index.  We  instructed  fiscal 
intermediaries/MACs  to  complete  their 
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data  verification  of  questionable  data 
elements  and  to  transmit  any  changes  to 
the  wage  data  no  later  than  April  15, 
2009.  The  data  for  2  of  the  hospitals 
identified  in  the  proposed  rule  were 
resolved;  however,  the  data  for  8 
additional  hospitals  were  identified  as 
too  aberrant  to  include  in  the  final  wage 
index.  Therefore,  we  determined  that 
the  data  for  40  hospitals  (that  is,  34 
-  2  +  8  =  40)  should  not  be  included 
in  the  FY  2010  final  wage  index. 

In  constructing  the  FY  2010  wage 
index,  we  included  the  wage  data  for 
facilities  that  were  IPPS  hospitals  in  FY 
2006,  inclusive  of  those  facilities  that 
have  since  terminated  their 
participation  in  the  program  as 
hospitals,  as  long  as  those  data  did  not 
fail  any  of  our  edits  for  reasonableness. 
We  believe  that  including  the  wage  data 
for  these  hospitals  is,  in  general, 
appropriate  to  reflect  the  economic 
conditions  in  the  various  labor  market 
areas  during  the  relevant  past  period 
and  to  ensure  that  the  current  wage 
index  represents  the  labor  market  area’s 
current  wages  as  compared  to  the 
national  average  of  wages.  However,  we 
excluded  the  wage  data  for  CAHs  as 
discussed  in  the  FY  2004  IPPS  final  rule 
(68  FR  45397).  For  this  final  rule,  we 
removed  17  hospitals  that  converted  to 
CAH  status  between  February  18,  2008, 
the  cut-off  date  for  CAH  exclusion  from 
the  FY  2009  wage  index,  and  February 
16,  2009,  the  cut-off  date  for  CAH  r 
exclusion  from  the  FY  2010  wage  index. 
After  removing  hospitals  with  aberrant 
data  and  hospitals  that  converted  to 
CAH  status,  the  FY  2010  wage  index  is 
calculated  based  on  3,519  hospitals. 

In  the  FY  2008  final  rule  with 
comment  period  (72  FR  47317)  and  the 
FY  2009  IPPS  final  rule  (73  FR  48582), 
we  discussed  our  policy  for  allocating  a 
multicampus  hospital’s  wages  and 
hours  data,  by  full-time  equivalent 
(FTE)  staff,  among  the  different  labor 
market  areas  where  its  campuses  are 
located.  During  the  FY  2010  wage  index 
desk  review  process,  we  requested  fiscal 
intermediaries/MACs  to  contact 
multicampus  hospitals  that  had 
campuses  in  different  labor  market  areas 
to  collect  the  data  for  the  allocation.  As 
we  proposed,  the  FY  2010  wage  index 
in  this  final  rule  includes  separate  wage 
data  for  campuses  of  three  multicampus 
hospitals. 

For  FY  2010,  we  are  again  allowing 
hospitals  to  use  FTE  or  discharge  data 
for  the  allocation  of  a  multicampus 
hospital’s  wage  data  among  the  different 
labor  market  areas  where  its  campuses 
are  located.  The  Medicare  cost  report 
was  updated  in  May  2008  to  provide  for 
the  reporting  of  FTE  data  by  campus  for 
multicampus  hospitals.  Because  the 


data  from  cost  reporting  periods  that 
begin  in  FY  2008  will  not  be  used  in 
calculating  the  wage  index  until  FY 
2012,  a  multicampus  hospital  will  still 
have  the  option,  through  the  FY  2011 
wage  index,  to  use  either  FTE  or 
discharge  data  for  allocating  wage  data 
among  its  campuses  by  providing  the 
information  from  the  applicable  cost 
reporting  period  to  CMS  through  its 
fiscal  intermediary/MAC.  Two  of  the 
three  multicampus  hospitals  chose  to 
have  their  wage  data  allocated  by  their 
Medicare  discharge  data  for  the  FY  2010 
wage  index.  One  of  the  hospitals 
provided  FTE  staff  data  for  the 
allocation.  The  average  hourly  wage 
associated  with  each  geographical 
location  of  a  multicampus  hospital  is 
reflected  in  Table  2  of  the  Addendum  to 
this  final  rule. 

G.  Method  for  Computing  the  FY  2010 
Unadjusted  Wage  Index 

The  method  used  to  compute  the  FY 
2010  wage  index  without  an 
occupational  mix  adjustment  follows: 

Step  1 — As  noted  above,  we  are 
basing  the  FY  2010  wage  index  on  wage 
data  reported  on  the  FY  2006  Medicare 
cost  reports.  We  gathered  data  from  each 
of  the  non-Federal,  short-term,  acute 
care  hospitals  for  which  data  were 
reported  on  the  Worksheet  S-3,  Parts  II 
and  III  of  the  Medicare  cost  report  for 
the  hospital’s  cost  reporting  period 
beginning  on  or  after  October  1,  2005, 
and  before  October  1,'2006.  In  addition, 
we  included  data  from  some  hospitals 
that  had  cost  reporting  periods 
beginning  before  October  2005  and 
reported  a  cost  reporting  period 
covering  all  of  FY  2005.  These  data  are 
included  because  no  other  data  from 
these  hospitals  would  be  available  for 
the  cost  reporting  period  described 
above,  and  because  particular  labor 
market  areas  might  be  affected  due  to 
the  omission  of  these  hospitals. 

However,  we  generally  describe  these 
wage  data  as  FY  2005  data.  We  note 
that,  if  a  hospital  had  more  than  one 
cost  reporting  period  beginning  during 
FY  2006  (for  example,  a  hospital  had 
-  two  short  cost  reporting  periods 
•  beginning  on  or  after  October  1,  2005, 
and  before  October  1,  2006),  we 
included  wage  data  from  only  one  of  the 
cost  reporting  periods,  the  longer,  in  the 
wage  index  calculation.  If  there  was 
more  than  one  cost  reporting  period  and 
the  periods  were  equal  in  length,  we 
included  the  wage  data  from  the  later 
period  in  the  wage  index  calculation. 

Step  2 — Salaries — The  method  used  to 
compute  a  hospital’s  average  hourly 
wage  excludes  certain  costs  that  are  not 
paid  under  the  IPPS.  (We  note  that, 
beginning  with  FY  2008  (72  FR  47315), 


we  include  Lines  22.01,  26.01,  and 
27.01  of  Worksheet  S-3,  Part  II  for 
overhead  services  in  the  wage  index. 
However,  we  note  that  the  wages  and 
hours  on  these  lines  are  not 
incorporated  into  Line  101,  Column  1  of 
Worksheet  A,  which,  through  the 
electronic  cost  reporting  software,  flows 
directly  to  Line  1  of  Worksheet  S-3,  Part 
II.  Therefore,  the  first  step  in  the  wage 
index  calculation  for  FY  2010  is  to 
compute  a  “revised”  Line  1,  by  adding 
to  the  Line  1  on  Worksheet  S-3,  Part  II 
(for  wages  and  hours  respectively)  the 
amounts  on  Lines  22.01,  26.01,  and 
27.01.)  In  calculating  a  hospital’s 
average  salaries  plus  wage-related  costs, 
we  subtract  from  Line  1  (total  salaries) 
the  GME  and  CRNA  costs  reported  on 
Lines  2,  4.01,  6,  and  6.01,  the  Part  B 
salaries  reported  on  Lines  3,  5  and  5.01, 
home  office  salaries  reported  on  Line  7, 
and  exclude  salaries  reported  on  Lines 
8  and  8.01  (that  is,  direct  salaries 
attributable  to  SNF  services,  home 
health  services,  and  other  subprovider 
components  not  subject  to  the  IPPS).  We 
also  subtract  from  Line  1  the  salaries  for 
which  no  hours  were  reported.  To 
determine  total  salaries  plus  wage- 
related  costs,  we  add  to  the  net  hospital 
salaries  the  costs  of  contract  labor  for 
direct  patient  care,  certain  top 
management,  pharmacy,  laboratory,  and 
nonteaching  physician  Part  A  services 
(Lines  9  and  10),  home  office  salaries 
and  wage-related  costs  reported  by  the 
hospital  on  Lines  11  and  12,  and 
nonexcluded  area  wage-related  costs 
(Lines  13, 14,  and  18). 

We  note  that  contract  labor  and  home 
office  salaries  for  which  no 
corresponding  hours  are  reported  are 
not  included.  In  addition,  wage-related 
costs  for  nonteaching  physician  Part  A 
employees  (Line  18)  are  excluded  if  no 
corresponding  salaries  are  reported  fot 
those  employees  on  Line  4. 

Step  3 — Hours — With  the  exception  of 
wage-related  costs,  for  which  there  are 
no  associated  hours,  we  compute  total 
hours  using  the  same  methods  as 
described  for  salaries  in  Step  2. 

Step  4 — For  each  hospital  reporting 
both  total  overhead  salaries  and  total 
overhead  hours  greater  than  zero,  we 
then  allocate  overhead  costs  to  areas  of 
the  hospital  excluded  from  the  wage 
index  calculation.  First,  we  determine 
the  ratio  of  excluded  area  hours  (sum  of 
•Lines  8  and  8.01  of  Worksheet  S-3,  Part 
II)  to  revised  total  hours  (Line  1  minus 
the  sum  of  Part  II,  Lines  2,  3,  4.01,  5, 
5.01,  6,  6.01,  7,  and  Part  III,  Line  13  of 
Worksheet  S-3).  We  then  compute  the 
amounts  of  overhead  salaries  and  hours 
to  be  allocated  to  excluded  areas  by 
multiplying  the  above  ratio  by  the  total 
overhead  salaries  and  hours  reported  on 
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Line  13  of  Worksheet  S-3,  Part  III.  Next, 
we  compute  the  amounts  of  overhead 
wage-related  costs  to  be  allocated  to 
excluded  areas  using  three  steps:  (1)  We 
determine  the  ratio  of  overhead  hours 
(Part  III,  Line  13  minus  the  sum  of  lines 
22.01,  26.01,  and  27.01)  to  revised  hours 
excluding  the  sum  of  lines  22.01,  26.01, 
and  27.01  (Line  1  minus  the  sum  of 
Lines  2,  3,  4.01,  5,  5.01,  6,  6.01,  7,  8, 

8.01,  22.01,  26.01,  and  27.01).  (We  note 
that  for  the  FY  2008  and  subsequent 
wage  index  calculations,  we  are 
excluding  the  sum  of  lines  22.01,  26.01, 
and  27.01  from  the  determination  of  the 
ratio  of  overhead  horns  to  revised  hours 
because  hospitals  typically  do  not 
provide  fringe  benefits  (wage-related 
costs)  to  contract  personnel.  Therefore, 
it  is  not  necessary  for  the  wage  index 
calculation  to  exclude  overhead  wage- 
related  costs  for  contract  personnel. 
Further,  if  a  hospital  does  contribute  to 
wage-related  costs  for  contracted 
personnel,  the  instructions  for  Lines 
22.01,  26.01,  and  27.01  require  that 
associated  wage-related  costs  be 
combined  with  wages  on  the  respective 
contract  labor  lines.);  (2)  we  compute 
overhead  wage-related  costs  by 
multiplying  the  overhead  hours  ratio  by 
wage-related  costs  reported  on  Part  II, 
Lines  13, 14,  and  18;  and  (3)  we 
multiply  the  computed  overhead  wage- 
related  costs  by  the  above  excluded  area 
hours  ratio.  Finally,  we  subtract  the 
computed  overhead  salaries,  wage- 
related  costs,  and  hours  associated  with 
excluded  areas  from  the  total  salaries 
(plus  wage-related  costs)  and  hours 
derived  in  Steps  2  and  3. 

Step  5 — For  each  hospital,  we  adjust 
the  total  salaries  plus  wage-related  costs 
to  a  common  period  to  determine  total 
adjusted  salaries  plus  wage-related 
costs.  To  make  the  wage  adjustment,  we 
estimate  the  percentage  change  in  the 
employment  cost  index  (ECI)  for 
compensation  for  each  30-day 
increment  from  October  14,  2003, 
through  April  15,  2005,  for  private 
industry  hospital  workers  from  the  BLS’ 
Compensation  and  Working  Conditions. 
We  use  the  ECI  because  it  reflects  the 
price  increase  associated  with  total 
compensation  (salaries  plus  fringes) 
rather  than  just  the  increase  in  salaries. 
In  addition,  the  ECI  includes  managers 
as  well  as  other  hospital  workers.  This 
methodology  to  compute  the  monthly 
update  factors  uses  actual  quarterly  ECI 
data  and  assures  that  the  update  factors 
match  the  actual  quarterly  and  annual 
percent  changes.  We  also  note  that, 
since  April  2006  with  the  publication  of 
March  2006  data,  the  BLS’  ECI  uses  a 
different  classification  system,  the  North 
American  Industrial  Classification 


System  (NAICS),  instead  of  the  Standard 
Industrial  Codes  (SICs),  which  no  longer 
exist.  We  have  consistently  used  the  ECI 
as  the  data  source  for  our  wages  and 
salaries  and  other  price  proxies  in  the 
IPPS  market  basket  and,  as  we 
proposed,  we  are  not  making  any 
changes  to  the  usage  for  FY  2010.  The 
factors  used  to  adjust  the  hospital’s  data 
were  based  on  the  midpoint  of  the  cost 
reporting  period,  as  indicated  below. 


Midpoint  of  Cost  Reporting 
Period 


After 

Before 

Adjustment 

factor 

10/14/2005  .... 

'  11/15/2005 

1.04966 

11/14/2005  .... 

12/15/2005 

1.04632 

12/14/2005  .... 

01/15/2006 

1.04296 

01/14/2006  .... 

02/15/2006 

1.03955 

02/14/2006  .... 

03/15/2006 

1.03610 

03/14/2006  .... 

04/15/2006 

1.03269 

04/14/2006  .... 

05/15/2006 

1.02936 

05/14/2006  .... 

06/15/2006 

1.02613 

06/14/2006  .... 

07/15/2006 

1.02298 

07/14/2006  .... 

08/15/2006 

1.01990 

08/14/2006  .... 

09/15/2006 

1.01688 

09/14/2006  .... 

10/15/2006 

1.01391 

10/14/2006  .... 

11/15/2006 

1.01098 

11/14/2006  .... 

12/15/2006 

1.00808 

12/14/2006  .... 

01/15/2007 

1.00526 

01/14/2007  .... 

02/15/2007 

1.00257 

02/14/2007  .... 

03/15/2007 

1.00000 

03/14/2007  .... 

04/15/2007 

0.99745 

For  example,  the  midpoint  of  a  cost 
reporting  period  beginning  January  1, 
2006,  and  ending  December  31,  2006,  is 
June  30,  2006.  An  adjustment  factor  of 
1.02298  would  be  applied  to  the  wages 
of  a  hospital  with  such  a  cost  reporting 
period.  In  addition,  for  the  data  for  any 
cost  reporting  period  that  began  in  FY 
2006  and  covered  a  period  of  less  than 
360  days  or  more  than  370  days,  we 
annualize  the  data  to  reflect  a  1-year 
cost  report.  Dividing  the  data  by  the 
number  of  days  in  the  cost  report  and 
then  multiplying  the  results  by  365 
accomplishes  annualization. 

Step  6 — Each  hospital  is  assigned  to 
its  appropriate  urban  or  rural  labor 
market  area  before  any  reclassifications 
under  section  1886(d)(8)(B),  section 
1886(d)(8)(E),  or  section  1886(d)(10)  of 
the  Act.  Within  each  urban  or  rural 
labor  market  area,  we  add  the  total 
adjusted  salaries  plus  wage-related  costs 
obtained  in  Step  5  for  all  hospitals  in 
that  area  to  determine  the  total  adjusted 
salaries  plus  wage-related  costs  for  the 
labor  market  area. 

Step  7 — We  divide  the  total  adjusted 
salaries  plus  wage-related  costs  obtained 
under  both  methods  in  Step  6  by  the 
sum  of  the  corresponding  total  hours 
(from  Step  4)  for  all  hospitals  in  each 
labor  market  area  to  determine  an 
average  hourly  wage  for  the  area. 


Step  8 — We  add  the  total  adjusted 
salaries  plus  wage-related  costs  obtained 
in  Step  5  for  all  hospitals  in  the  Nation 
and  then  divide  the  sum  by  the  national 
sum  of  total  hours  from  Step  4  to  arrive 
at  a  national  average  hourly  wage.  Using 
the  data  as  described  above,  the  national 
average  hourly  wage  (unadjusted  for 
occupational  mix)  is  $33.5491. 

Step  9 — For  each  urban  or  rural  labor 
market  area,  we  calculate  the  hospital 
wage  index  value,  unadjusted’for 
occupational  mix,  by  dividing  the  area 
average  hourly  wage  obtained  in  Step  7 
by  the  national  average  hourly  wage 
computed  in  Step  8. 

Step  10 — Following  the  process  set 
forth  above,  we  develop  a  separate 
Puerto  Rico-specific  wage  index  for 
purposes  of  adjusting  the  Puerto  Rico 
standardized  amounts.  (The  national 
Puerto  Rico  standardized  amount  is 
adjusted  by  a  wage  index  calculated  for 
all  Puerto  Rico  labor  market  areas  based 
on  the  national  average  hourly  wage  as 
described  above.)  We  add  the  total 
adjusted  salaries  plus  wage-related  costs 
(as  calculated  in  Step  5)  for  all  hospitals 
in  Puerto  Rico  and  divide  the  sum  by 
the  total  hours  for  Puerto  Rico  (as 
calculated  in  Step  4)  to  arrive  at  an 
overall  average  hourly  wage  (unadjusted 
for  occupational  mix)  of  $14.2462  for 
Puerto  Rico.  For  each  labor  market  area 
in  Puerto  Rico,  we  calculate  the  Puerto 
Rico-specific  wage  index  value  by 
dividing  the  area  average  hourly  wage 
(as  calculated  in  Step  7)  by  the  overall 
Puerto  Rico  average  hourly  wage. 

Step  11 — Section  4410  of  Public  Law 
105-33  provides  that,  for  discharges  on 
or  after  October  1, 1997,  the  area  wage 
index  applicable  to  any  hospital  that  is 
located  in  an  urban  area  of  a  State  may 
not  be  less  than  the  area  wage  index 
applicable  to  hospitals  located  in  rural 
areas  in  that  State.  The  areas  affected  by 
this  provision  are  identified  in  Table 
4D— 2  of  the  Addendum  to  this  final 
rule. 

In  the  FY  2005  EPPS  final  rule  (69  FR 
49109),  we  adopted  the  “imputed”  floor 
as  a  temporary  3-year  measure  to 
address  a  concern  by  some  individuals 
that  hospitals  in  all-urban  States  were 
disadvantaged  by  the  absence  of  rural 
hospitals  to  set  a  wage  index  floor  in 
those  States.  The  imputed  floor  was 
originally  set  to  expire  in  FY  2007,  but 
we  extended  it  an  additional  year  in  the 
FY  2008  IPPS  final  rule  with  comment 
period  (72  FR  47321).  In  the  FY  2009 
IPPS  final  rule  (73  FR  48570  through 
48574  and  48584),  we  extended  the 
imputed  floor  for  an  additional  3  years, 
through  FY  2011. 
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H.  Analysis  and  Implementation  of  the 
Occupational  Mix  Adjustment  and  the 
FY  2010  Occupational  Mix  Adjustment 
Wage  Index 

As  discussed  in  section  III.D.  of  this 
preamble,  for  FY  2010,  we  apply  the 
occupational  mix  adjustment  to  100 
percent  of  the  FY  2010  wage  index.  We 
calculated  the  occupational  mix 
adjustment  using  data  from  the  2007- 
2008  occupational  mix  survey  data, 


using  the  methodology  described  in 
section  III.D.3.  of  this  preamble. 

Using  the  occupational  mix  survey 
data  and  applying  the  occupational  mix 
adjustment  to  100  percent  of  the  FY 
2010  wage  index  results  in  a  national 
average  hourly  wage  of  $33.5268  and  a 
Puerto  Rico-specific  average  hourly 
wage  of  $14.2555.  After  excluding  data 
of  hospitals  that  either  submitted 
aberrant  data  that  failed  critical  edits,  or 
that  do  not  have  FY  2006  Worksheet  S— 
3  cost  report  data  for  use  in  calculating 


the  FY  2010  wage  index,  we  calculated 
the  FY  2010  wage  index  using  the 
occupational  mix  survey  data  from 
3,178  hospitals.  Using  the  Worksheet 
S-3  cost  report  data  of  3,519  hospitals 
and  occupational  mix  survey  data  from 
3,178  hospitals  represents  a  90.3  percent 
survey  response  rate.  The  FY  2010 
national  average  hourly  wages  for  each 
occupational  mix  nursing  subcategory 
as  calculated  in  Step  2  of  the 
occupational  mix  calculation  are  as 
follows: 


Occupational  mix  nursing  subcategory 


Average  hourly 
wage 


National  RN  . 

National  LPN  and  Surgical  Technician . 

National  Nurse  Aide,  Orderly,  and  Attendant 

National  Medical  Assistant  . 

National  Nurse  Category . . . 


$36.071788464 

20.882610908 

14.019113985 

16.486068445 

30.482374867 


The  national  average  hourly  wage  for 
the  entire  nurse  category  as  computed  in 
Step  5  of  the  occupational  mix 
calculation  is  $30.482374867.  Hospitals 
with  a  nurse  category  average  hourly 
wage  (as  calculated  in  Step  4)  of  greater 
than  the  national  nurse  category  average 
hourly  wage  receive  an  occupational 
mix  adjustment  factor  (as  calculated  in 
Step  6)  of  less  than  1.0.  Hospitals  with 
a  nurse  category  average  hourly  wage  (as 
calculated  in  Step  4)  of  less  than  the 
national  nurse  category  average  hourly 
wage  receive  an  occupational  mix 
adjustment  factor  (as  calculated  in  Step 
6)  of  greater  than  1.0. 

Based  on  the  July  2007  through  June 
2008  occupational  mix  survey  data,  we 
determined  (in  Step  7  of  the 
occupational  mix  calculation)  that  the 
national  percentage  of  hospital 
employees  in  the  nurse  category  is  44.31 
percent,  and  the  national  percentage  of 
hospital  employees  in  the  all  other 
occupations  category  is  55.69  percent. 

At  the  CBSA  level,  the  percentage  of 
hospital  employees  in  the  nurse 
category  ranged  from  a  low  of  29.08 
percent  in  one  CBSA,  to  a  high  of  70.76 
percent  in  another  CBSA. 

We  compared  the  FY  2010 
occupational  mix  adjusted  wage  indices 
for  each  CBSA  to  the  unadjusted  wage 
indices  for  each  CBSA.  As  a  result  of 
applying  the  occupational  mix 
adjustment  to  the  wage  data,  the  wage 
index  values  for  205  (52.4  percent) 
urban  areas  and  32  (68.1  percent)  rural 
areas  will  increase.  One  hundred  and 
six  (27.1  percent)  urban  areas  will 
increase  by  1  percent  or  more,  and  5  (1.3 
percent)  urban  areas  will  increase  by  5 
percent  or  more.  Nineteen  (40.4  percent) 
rural  areas  will  increase  by  1  percent  or 
more,  and  no  rural  areas  will  increase 


by  5  percent  or  more.  However,  the 
wage  index  values  for  186  (47.6  percent) 
urban  areas  and  14  (29.8  percent)  rural 
areas  will  decrease.  Eighty-eight  (22.5 
percent)  urban  areas  will  decrease  by  1 
percent  or  more,  and  no  urban  area  will 
decrease  by  5  percent  or  more.  Seven 
(14.9  percent)  rural  areas  will  decrease 
by  1  percent  or  more,  and  no  rural  areas 
will  decrease  by  5  percent  or  more.  The 
largest  positive  impacts  are  7.83  percent 
for  an  urban  area  and  2.97  percent  for 
a  rural  area.  The  largest  negative 
impacts  are  3.90  percent  for  an  urban 
area  and  2.32  percent  for  a  rural  area. 
One  rural  area  is  unaffected.  These 
results  indicate  that  a  larger  percentage 
of  rural  areas  (68.1  percent)  benefit  from 
the  occupational  mix  adjustment  than 
do  urban  areas  (52.4  percent).  While 
these  results  are  more  positive  overall 
for  rural  areas  than  under  the  previous 
occupational  mix  adjustment  that  used 
survey  data  from  2006,  approximately 
one-third  (29.8  percent)  of  rural  CBSAs 
will  still  experience  a  decrease  in  their 
wage  indices  as  a  result  of  the 
occupational  mix  adjustment. 

We  also  compared  the  FY  2010  wage 
data  adjusted  for  occupational  mix  from 
the  2007-2008  survey  to  the  FY  2010 
wage  data  adjusted  for  occupational  mix 
from  the  2006  survey.  This  analysis 
illustrates  the  effect  on  area  wage 
indices  of  using  the  2007-2008  survey 
data  compared  to  the  2006  survey  data; 
that  is,  it  shows  whether  hospitals’  wage 
indices  are  increasing  or  decreasing 
under  the  current  survey  data  as 
compared  to  the  prior  survey  data.  Our 
analysis  shows  that  the  FY  2010  wage 
index  values  for  185  (47.3  percent) 
urban  areas  and  19  (40.4  percent)  rural 
areas  will  increase.  Sixty-two  (15.9 
percent)  urban  areas  will  increase  by  1 


percent  or  more,  and  no  urban  areas  will 
increase  by  5  percent  or  more.  One  (2.1 
percent)  rural  area  will  increase  by  1 
percent  or  more,  and  no  rural  areas  will 
increase  by  5  percent  or  more.  However, 
the  wage  index  values  for  202  (51.7 
percent)  urban  areas  and  28  (59.6 
percent)  rural  areas  will  decrease  using 
the  2007-2008  data.  Fifty-five  (14.1 
percent)  urban  areas  will  decrease  by  1 
percent  or  more,  and  one  (0.26  percent) 
urban  area  will  decrease  by  5  percent  or 
more.  Three  (6.4  percent)  rural  areas 
will  decrease  by  1  percent  or  more,  and 
no  rural  areas  will  decrease  by  5  percent 
or  more.  The  largest  positive  impacts 
using  the  2007-2008  data  compared  to 
the  2006  data  are  4.32  percent  for  an 
urban  area  and  2.34  percent  for  a  rural 
area.  The  largest  negative  impacts  are 
6.46  percent  for  an  urban  area  and  4.40 
percent  for  a  rural  area.  Four  urban 
areas  and  no  rural  areas  will  be 
unaffected.  These  results  indicate  that  a 
larger  percentage  of  urban  areas  (47.3 
percent)  will  benefit  from  the  2007- 
2008  occupational  mix  survey  as 
compared  to  the  2006  survey  than  will 
rural  areas  (40.4  percent).  Further,  the 
wage  indices  of  more  CBSAs  overall 
(52.5  percent)  will  be  decreasing  due  to 
application  of  the  2007-2008 
occupational  mix  survey  data  as 
compared  to  the  2006  survey  data  to  the 
wage  index.  However,  as  noted  in  the 
analysis  above,  a  greater  percentage  of 
rural  areas  (68.1  percent)  will  benefit 
from  the  application  of  the  occupational 
mix  adjustment  than  will  urban  areas. 

The  wage  index  values  for  FY  2010 
(except  those  for  hospitals  receiving 
wage  index  adjustments  under  section 
1886(d)(13)  of  the  Act)  included  in 
Tables  4A,  4B,  4C,  and  4F  of  the 
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Addendum  to  this  final  rule  include  the 
occupational  mix  adjustment. 

Tables  3 A  and  3B  in  the  Addendum 
to  this  final  rule  list  the  3-year  average 
hourly  wage  for  each  labor  market  area 
before  the  redesignation  of  hospitals 
based  on  FYs  2008,  2009,  and  2010  cost 
reporting  periods.  Table  3A  lists  these 
data  for  urban  areas  and  Table  3B  lists 
these  data  for  rural  areas.  In  addition, 
Table  2  in  the  Addendum  to  this  final 
rule  includes  the  adjusted  average 
hourly  wage  for  each  hospital  from  the 
FY  2004  and  FY  2005  cost  reporting 
periods,  as  well  as  the  FY  2006  period 
used  to  calculate  the  FY  2010  wage 
index.  The  3-year  averages  are 
calculated  by  dividing  the  sum  of  the 
dollars  (adjusted  to  a  common  reporting 
period  using  the  method  described 
previously)  across  all  3  years,  by  the 
sum  of  the  hours.  If  a  hospital  is  missing 
data  for  any  of  the  previous  years,  its 
average  hourjy  wage  for  the  3-year 
period  is  calculated  based  on  the  data 
available  during  that  period.  The 
average  hourly  wages  in  Tables  2,  3A, 
and  3B  in  the  Addendum  to  this  final 
rule  include  the  occupational  mix 
adjustment.  The  wage  index  values  in 
Tables  4A,  4B,  4C,  and  4D-1  also 
include  the  State-specific  rural  floor  and 
imputed  floor  budget  neutrality 
adjustments. 

I.  Revisions  to  the  Wage  Index  Based  on 
Hospital  Redesignations 

1.  General 

Under  section  1886(d)(10)  of  the  Act, 
the  MGCRB  considers  applications  by 
hospitals  for  geographic  reclassification 
for  purposes  of  payment  under  the  IPPS. 
Hospitals  must  apply  to  the  MGCRB  to 
reclassify  13  months  prior  to  the  start  of 
the  fiscal  year  for  which  reclassification 
is  sought  (generally  by  September  1). 
Generally,  hospitals  must  be  proximate 
to  the  labor  market  area  to  which  they 
are  seeking  reclassification  and  must 
demonstrate  characteristics  similar  to 
hospitals  located  in  that  area.  The 
MGCRB  issues  its  decisions  by  the  end 
of  February  for  reclassifications  that 
become  effective  for  the  following  fiscal 
year  (beginning  October  1).  The 
regulations  applicable  to 
reclassifications  by  the  MGCRB  are 
locajed  in  42  CFR  412.230  through 
412.280. 

Section  1886(d)(10)(D)(v)  of  the  Act 
provides  that,  beginning  with  FY  2001, 
a  MGCRB  decision  on  a  hospital 
reclassification  for  purposes  of  the  wage 
index  is  effective  for  3  fiscal  years, 
unless  the  hospital  elects  to  terminate 
the  reclassification.  Section 
1886(d)(lO)(D)(vi)  of  the  Act  provides 
that  the  MGCRB  must  use  average 


hourly  wage  data  from  the  3  most 
recently  published  hospital  wage 
surveys  in  evaluating  a  hospital’s 
reclassification  application  for  FY  2003 
and  any  succeeding  fiscal  year. 

Section  304(b)  of  Public  Law  106-554 
provides  that  the  Secretary  must 
establish  a  mechanism  under  which  a 
statewide  entity  may  apply  to  have  all 
of  the  geographic  areas  in  the  State 
treated  as  a  single  geographic  area  for 
purposes  of  computing  and  applying  a 
single  wage  index,  for  reclassifications 
beginning  in  FY  2003.  The 
implementing  regulations  for  this 
provision  are  located  at  42  CFR  412.235. 

Section  1886(d)(8)(B)  of  the  Act 
requires  the  Secretary  to  treat  a  hospital 
located  in  a  rural  county  adjacent  to  one 
or  more  urban  areas  as  being  located  in 
the  labor  market  area  to  which  the 
greatest  number  of  workers  in  the 
county  commute,  if  the  rural  county 
would  otherwise  be  considered  part  of 
an  urban  area  under  the  standards  for 
designating  MSAs  and  if  the  commuting 
rates  used  in  determining  outlying 
counties  were  determined  on  the  basis 
of  Jhe  aggregate  number  of  resident 
workers  who  commute  to  (and,  if 
applicable  under  the  standards,  from) 
tbe  central  county  or  counties  of  all 
contiguous  MSAs.  In  light  of  the  CBSA 
definitions  and  the  Census  2000  data 
that  we  implemented  for  FY  2005  (69 
FR  49027),  we  undertook  to  identify 
those  counties  meeting  these  criteria. 
Eligible  counties  are  discussed  and 
identified  under  section  III. 1.5.  of  this 
preamble. 

2.  Effects  of  Reclassification/ 
Redesignation 

Section  1886(d)(8)(C)*of  the  Act  . 
provides  that  the  application  of  the 
wage  index  to  redesignated  hospitals  is 
dependent  on  the  hypothetical  impact 
that  the  wage  data  from  these  hospitals 
would  have  on  the  wage  index  value  for 
the  area  to  which  they  have  been 
redesignated.  These  requirements  for 
determining  the  wage  index  values  for 
redesignated  hospitals  are  applicable 
both  to  the  hospitals  deemed  urban 
under  section  1886(d)(8)(B)  of  the  Act 
and  hospitals  that  were  reclassified  as  a 
result  of  the  MGCRB  decisions  under 
section  1886(d)(10)  of  the  Act. 

Therefore,  as  provided  in  section 
1886(d)(8)(C)  of  the  Act,  the  wage  index 
values  were  determined  by  considering 
the  following: 

•  If  including  the  wage  data  for  the 
redesignated  hospitals  would  reduce  the 
wage  index  value  for  the  area  to  which 
the  hospitals  are  redesignated  by  1 
percentage  point  or  less,  the  area  wage 
index  value  determined  exclusive  of  the 


wage  data  for  the  redesignated  hospitals 
applies  to  the  redesignated  hospitals. 

•  If  including  the  wage  data  for  the 
redesignated  hospitals  reduces  the  wage 
index  value  for  tbe  area  to  which  the 
hospitals  are  redesignated  by  more  than 
1  percentage  point,  the  area  wage  index 
determined  inclusive  of  the  wage  data 
for  the  redesignated  hospitals  (the 
combined  wage  index  value)  applies  to 
the  redesignated  hospitals. 

•  If  including  the  wage  data  for  the 
redesignated  hospitals  increases  the 
wage  index  value  for  the  urban  area  to 
which  the  hospitals  are  redesignated, 
both  the  area  and  the  redesignated 
hospitals  receive  the  combined  wage 
index  value.  Otherwise,  the  hospitals 
located  in  the  urban  area  receive  a  wage 
index  excluding  the  wage  data  of 
hospitals  redesignated  into  the  area. 

Rural  areas  whose  wage  index  values 
would  be  reduced  by  excluding  the 
wage  data  for  hospitals  that  have  been 
redesignated  to  another  area  continue  to 
have  tbeir  wage  index  values  calculated 
as  if  no  redosignation  had  occurred 
(otherwise,  redesignated  rural  hospitals 
are  excluded  from  the  calculation  of  the 
rural  wage  index).  The  wage  index  value 
for  a  redesignated  rural  hospital  cannot 
be  reduced  below  the  wage  index  value 
for  the  rural  areas  of  the  State  in  which 
the  hospital  is  located. 

CMS  also  has  adopted  the  following 
policies: 

•  The  wage  data  for  a  reclassified 
urban  hospital  is  included  in  both  the 
wage  index  calculation  of  the  urban  area 
to  which  the  hospital  is  reclassified 
(subject  to  the  rules  described  above) 
and  the  wage  index  calculation  of  the 
urban  area  where  the  hospital  is 
physically  located. 

•  In  cases  where  hospitals  have 
reclassified  to  rural  areas,  such  as  urban 
hospitals  reclassifying  to  rural  areas 
under  42  CFR  412.103,  the  hospital’s 
wage  data  are:  (a)  included  in  the  rural 
wage  index  calculation,  unless  doing  so 
would  reduce  the  rural  wage  index;  and 
(b)  included  in  the  urban  area  where  the 
hospital  is  physically  located.  The  effect 
of  tbis  policy,  in  combination  with  the 
statutory  requirement  at  section 
1886(d)(8)(C)(ii)  of  the  Act,  is  that  rural 
areas  may  receive  a  wage  index  based 
upon  the  highest  of:  (1)  Wage  data  from 
hospitals  geographically  located  in  the 
rural  area;  (2)  wage  data  from  hospitals 
geographically  located  in  the  rural  area, 
but  excluding  all  data  associated  with 
hospitals  reclassifying  out  of  the  rural 
area  under  section  1886(d)(8)(B)  or 
section  1886(d)(10)  of  the  Act;  or  (3) 
wage  data  associated  with  hospitals 
geographically  located  in  the  area  plus 
all  hospitals  reclassified  into  the  rural 
area. 
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In  addition,  in  accordance  with  the 
statutory  language  referring  to 
“hospitals”  in  the  plural  under  sections 
1886(d)(8)(C)(i)  and  1886(d)(8)(C)(ii)  of 
the  Act,  our  longstanding  policy  is  to 
consider  reclassified  hospitals  as  a 
group  when  deciding  whether  to 
include  or  exclude  them  from  both 
urban  and  rural  wage  index 
calculations. 

3.  FY  2010  MGCRB  Reclassifications 

Under  section  1886(d)(10)  of  the  Act, 
the  MGCRB  considers  applications  by 
hospitals  for  geographic  reclassification 
for  purposes  of  payment  under  the  IPPS. 
The  specific  procedures  and  rules  that 
apply  to  the  geographic  reclassification « 
process  are  outlined  in  42  CFR  412.230 
through  412.280. 

At  the  time  this  final  rule  was 
constructed,  the  MGCRB  had  completed 
its  review  of  FY  2010  reclassification 
requests.  Based  on  such  reviews,  there 
were  292  hospitals  approved  for  wage 
index  reclassifications  by  the  MGCRB 
for  FY  2010.  Because  MGCRB  wage 
index  reclassifications  are  effective  for  3 
years,  for  FY  2010,  hospitals  recl&ssified 
dining  FY  2008  or  FY  2009  are  eligible 
to  continue  to  be  reclassified  to  a 
particular  labor  market  area  based  on 
such  prior  reclassifications.  There  were 
313  hospitals  approved  for  wage  index 
reclassifications  in  FY  2008  and  271 
hospitals  approved  for  wage  index 
reclassifications  in  FY  2009.  Of  all  of 
the  hospitals  approved  for 
reclassification  for  FY  2008,  FY  2009, 
and  FY  2010,  based  upon  the  review  at 
the  time  of  this  final  rule,  861  hospitals 
are  in  a  reclassification  status  for  FY 
2010. 

Under  42  CFR  412.273,  hospitals  that 
have  been  reclassified  by  the  MGCRB 
are  permitted  to  withdraw  their 
applications  within  45  days  of  the 
publication  of  a  proposed  rule. 
Generally  stated,  the  request  for 
withdrawal  of  an  application  for 
reclassification  or  termination  of  an 
existing  3-year  reclassification  that 
would  be  effective  in  FY  2010  had  to  be 
received  by  the  KlGCRB  within  45  days 
of  the  publication  of  the  FY  2010  IPPS 
proposed  rule.  Hospitals  may  also 
cancel  prior  reclassification 
withdrawals  or  terminations  in  certain 
circumstances.  For  further  information 
about  withdrawing,  terminating,  or 
canceling  a  previous  withdrawal  or 


termination  of  a  3-year  reclassification 
for  wage  index  purposes,  we  refer  the 
reader  to  42  CFR  412.273,  as  well  as  the 
FY  2002  IPPS  final  rule  (66  FR  39887) 
and  the  FY  2003  IPPS  final  rule  (67  FR 
50065). 

Changes  to  the  wage  index  that  result 
from  withdrawals  of  requests  for 
reclassification,  wage  index  corrections, 
appeals,  and  the  Administrator’s  review 
process  for  FY  2010  are  incorporated 
into  the  wage  index  values  published  in 
this  FY  2010  IPPS/RY  2010  LTCH  PPS 
final  rule.  These  changes  affect  not  only 
the  wage  index  value  for  specific 
geographic  areas,  but  also  the  wage 
index  value  redesignated  hospitals 
receive;  that  is,  whether  they  receive  the 
wage  index  that  includes  the  data  for 
both  the  hospitals  already  in  the  area 
and  the  redesignated  hospitals.  Further, 
the  wage  index  value  for  the  area  from 
which  the  hospitals  are  redesignated 
may  be  affected. 

Applications  for  FY  2011 
reclassifications  are  due  to  the  MGCRB 
by  September  1,  2009  (the  first  working 
day  of  September  2009).  We  note  that 
this  is  also  the  deadline  for  canceling  a 
previous  wage  index  reclassification 
withdrawal  or  termination  under  42 
CFR  412.273(d).  Applications  and  other 
information  about  MGCRB 
reclassifications  may  be  obtained, 
beginning  in  mid-July  2009,  via  the 
CMS  Internet  Web  site  at:  http:// 
cms.hhs.gov/MGCRB/ 

02  instructions  and  applications. asp, 
or  by  calling  the  MGCRB  at  (410)  786- 
1174.  The  mailing  address  of  the 
MGCRB  is:  2520  Lord  Baltimore  Drive, 
Suite  L,  Baltimore,  MD  21244-2670. 

Comment:  Several  commenters 
.suggested  that  CMS  lower  the 
employment  interchange  measure  (EIM) 
from  15  percent  to  7.5  percent.  EIM  is 
a  measure  of  ties  between  two  adjacent 
entities,  used  when  defining  Combined 
Statistical  Areas  (CSAs).  The  EIM  is 
calculated  as  the  sum  of  the  percentage 
of  employed  residents  commuting  from 
the  smaller  area  to  the  larger  area  and 
the  percentage  of  employment  in  the 
smaller  area  accounted  for  by  workers 
residing  in  the  larger  area.  Hospitals 
seeking  a  group  reclassification  from 
one  urban  area  to  another  must  be 
located  in  the  same  CSA  (or  CBSA 
where  relevant)  as  the  urban  area  to 
which  they  seek  redesignation,  as  stated 
in  §  412.234(a)(3)(iv)  of  the  regulations. 


Response:  We  are  not  adopting  the 
commenters’  recommendation.  First,  we 
have  a  longstanding  policy  of  using 
OMB’s  statistical  area  definitions  to  set 
our  labor  market  areas,  and  OMB  does 
not  modify  the  statistical  area 
definitions  to  meet  the  requirements  of 
any  nonstatistical  program.  Second, 
such  a  change  in  the  EIM  could 
significantly  reduce  the  wage  indices  of 
some  reclassified  hospitals.  In  analyzing 
the  implications  of  the  EIM  change 
suggested  by  the  commenters,  we 
reviewed  31  of  127  CSAs  (these  are  the 
31  areas  for  which  the  Office  of 
Personnel  Management  uses  a  7.5 
percent  EIM  in  determining  locality 
payment  adjustments  under  the  general 
schedule  for  Federal  employees).  The 
result  was  that  the  change  would  allow 
a  total  of  at  least  57  hospitals  in  21 
counties  to  reclassify,  and  while  a 
national  budget  neutrality  adjustment 
would  affect  all  hospitals  equally,  the 
additional  reclassifications  could 
significantly  reduce  the  wage  index 
applied  to  reclassified  hospitals  in 
certain  areas — in  some  cases,  by  as 
much  as  10  percent  as  a  result  of  the 
additional  reclassifications.  These 
effects  could  be  even  more  significant 
were  the  EIM  changed  for  all  counties 
nationally. 

4.  Redesignations  of  Hospitals  Under 
Section  1886(d)(8)(B)  of  the  Act 

Section  1886(d)(8)(B)  of  the  Act 
requires  us  to  treat  a  hospital  located  in 
a  rural  county  adjacent  to  one  or  more 
urban  areas  as  being  located  in  the  MSA 
if  certain  criteria  are  met.  Effective 
beginning  FY  2005,  we  use  OMB’s  2000 
CBSA  standards  and  the  Census  2000 
data  to  identify  counties  in  which 
hospitals  qualify  under  section 
1886(d)(8)(B)  of  the  Act  to  receive  the 
wage  index  of  the  urban  area.  Hospitals 
located  in  these  counties  have  been 
known  as  “Lugar”  hospitals  and  the 
counties  themselves  are  often  referred  to 
as  “Lugar”  counties.  We  provide  the  FY 
2010  chart  below  with  the  listing  of  the 
rural  counties  containing  the  hospitals 
designated  as  urban  under  section 
1886(d)(8)(B)  of  the  Act.  For  discharges 
occurring  on  or  after  October  1,  2009, 
hospitals  located  in  the  rural  county  in 
the  first  column  of  this  chart  will  be 
redesignated  for  purposes  of  using  the 
wage  index  of  the  urban  area  listed  in 
the  second  column. 


Rural  Counties  Containing  Hospitals  Redesignated  as  Urban  Under  Section  1886(d)(8)(B)  of  the  Act 

[Based  on  CBSAs  and  Census  2000  data] 


Rural  county 

CBSA 

Cherokee,  AL  . . 

Rome,  GA. 
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Rural  Counties  Containing  Hospitals  Redesignated  as  Urban  Under  Section  1886(d)(8)(B)  of  the  Act— 

Continued 

•  [Based  on  CBSAs  and  Census  2000  data] 


Rural  county 


Macon,  AL  .. . 

Talladega,  AL  . 

Hot  Springs,  AR  . . 

Windham,  CT  . 

Bradford,  FL  . .... 

Hendry,  FL . 

Levy,  FL . 

Walton,  FL  . 

Banks,  GA  . 

Chattooga,  GA . 

Jackson,  GA  . 

Lumpkin,  GA . 

Morgan,  GA  . 

Peach,  GA . 

Polk,  GA  . . 

Talbot,  GA  . 

Bingham,  ID . 

Christian,  IL  . 

DeWitt,  IL . 

Iroquois,  IL . 

Logan,  IL  . :..... 

Mason,  IL . 

Ogle,  IL . 

Clinton,  IN . 

Henry,  IN  . 

Spencer,  IN  . 

Starke,  IN  . 

Warren,  IN  . 

Boone,  IA . 

Buchanan,  IA . 

Cedar,  IA  . 

Allen,  KY . 

Assumption  Parish,  LA 
St.  James  Parish,  LA  . 

Allegan,  Ml  . 

Montcalm,  Ml  . 

Oceana,  Ml  . 

Shiawassee,  Ml  . 

Tuscola,  Ml  . 

Fillmore,  MN  . 

Dade,  MO  . 

Pearl  River,  MS  . 

Caswell,  NC . 

Davidson,  NC  . 

Granville,  NC  . 

Harnett,  NC  . 

Lincoln,  NC  . 

Polk,  NC  . 

Los  Alamos,  NM  . 

Lyon,  NV . 

Cayuga,  NY  . . . 

Columbia,  NY  . 

Genesee,  NY . 

Greene,  NY  . . 

Schuyler,  NY  . 

Sullivan,  NY . 

Wyoming,  NY  . .... 

Ashtabula,  OH  . 

Champaign,  OH . 

Columbiana,  OH  . 

Cotton,  OK . 

Linn,  OR  . 

Adams,  PA  .: . 

Clinton,  PA  . 

Greene,  PA . 

Monroe,  PA  . 

Schuylkill,  PA . 

Susquehanna,  PA  . 

Clarendon,  SC  . 


Aubum-Opelika,  AL. 

Anniston-Oxford,  AL. 

Hot  Springs,  AR. 

Hartford-West  Hartford-East  Hartford,  CT. 
Gainesville,  FL. 

West  Palm  Beach-Boca  Raton-Boynton,  FL. 
Gainesville,  FL. 

Fort  Walton  Beach-Crestview-Destin,  FL. 
Gainesville,  GA. 

Chattanooga,  TN-GA. 

Atlanta-Sandy  Springs-Marietta,  GA. 
Atlanta-Sandy  Springs-Marietta,  GA. 
Atlanta-Sandy  Springs-Marietta,  GA. 

Macon,  GA. 

Atlanta-Sandy  Springs-Marietta,  GA. 
Columbus,  GA-AL. 

Idaho  Falls,  ID. 

Springfield,  IL. 

Bloomington-Normal,  IL. 

Kankakee-Bradley,  IL. 

Springfield,  IL. 

Peoria,  IL. 

Rockford,  IL. 

Lafayette,  IN. 

Indianapolis-Carmel,  IN. 

Evansville,  IN-KY. 

Gary,  IN. 

Lafayette,  IN. 

Ames,  IA. 

Waterloo-Cedar  Falls,  IA. 

Iowa  City,  IA. 

Bowling  Green,  KY. 

Baton  Rouge,  LA. 

Baton  Rouge,  LA. 

Holland-Grand  Haven,  Ml. 

Grand  Rapids-Wyoming,  Ml. 
Muskegon-Norton  Shores,  Ml. 

Lansing-East  Lansing,  Ml. 
Saginaw-Saginaw  Township  North,  Ml. 
Rochester,  MN. 

Springfield,  MO. 

Gulfport-Biloxi,  MS. 

Burlington,  NC. 

Greensboro-High  Point,  NC. 

Durham,  NC. 

Raleigh-Cary,  NC. 

Charlotte-Gastonia-Conpord,  NC-SC. 
Spartanburg,  SC. 

Santa  Fe,  NM. 

Carson  City,  NV. 

Syracuse,  NY. 

Albany-Schenectady-Troy,  NY. 

Rochester,  NY. 

Albany-Schenectady-Troy,  NY. 

Ithaca,  NY. 

Poughkeepsie-Newburgh-Middletown,  NY. 
Buffalo-Niagara  Falls,  NY. 
Cleveland-Elyria-Mentor,  OH. 

Springfield,  OH. 

Youngstown-Warren-Boardman,  OH-PA. 
Lawton,  OK. 

Corvallis,  OR. 

York-Hanover,  PA. 

Williamsport,  PA. 

Pittsburgh,  PA. 

Allentown-Bethlehem-Easton,  PA-NJ. 
Reading,  PA. 

Binghamton,  NY. 

Sumter,  SC. 


CBSA 
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Rural  Counties  Containing  Hospitals  Redesignated  as  Urban  Under  Section  1886(d)(8)(B)  of  the  Act— 

Continued 

[Based  on  CBSAs  and  Census  2000  data] 


Rural  county 

CBSA 

Lee,  SC  . 

Sumter,  SC. 

Oconee,  SC  . 

Greenville,  SC. 

Union,  SC  . 

Spartanburg,  SC. 

Meigs,  TN  . » . 

Cleveland,  TN. 

Bosque,  TX . 

Waco,  TX. 

Falls,  TX  . 

Waco,  TX. 

Fannin,  TX . 

Dallas-Plano-Irving,  TX. 

Grimes,  TX  . 

College  Station-Bryan,  TX. 

Harrison,  TX  . 

Longview,  TX. 

Henderson,  TX  . 

Dallas-Plano-Irving,  TX. 

Milam,  TX  . 

Austin-Round  Rock,  TX. 

Van  Zandt,  TX  . 

Dallas-Plano-Irving,  TX. 

Willacy,  TX  . 

Brownsville-Harlingen,  TX. 

Buckingham,  VA . 

Charlottesville,  VA. 

Floyd,  VA  . 

Blacksburg-Christiansburg-Radford,  VA. 

Middlesex,  VA  . 

Virginia  Beach-Norfolk-Newport  News,  VA. 

Page,  VA  . 

Harrisonburg,  VA, 

Shenandoah,  VA  . 

Winchester,  VA-WV. 

Island,  WA  . . 

Seattle-Bellevue-Everett,  WA. 

Mason,  WA . 

Olympia,  WA. 

Wahkiakum,  WA  . 

Longview,  WA.  .  • 

Jackson,  WV  . 

Charleston,  WV. 

Roane,  WV  . 

Charleston,  WV. 

Green,  Wl  . 

Madison,  Wl. 

Green  Lake,  Wl  . 

Fond  du  Lac,  Wl. 

Jefferson,  Wl  . 

Milwaukee-Waukesha-West  Allis,  Wl. 

Walworth,  Wl  . 

Milwaukee-Waukesha-West  Allis,  Wl. 

As  in  the  past,  hospitals  redesignated 
under  section  1886(d)(8)(B)  of  the  Act 
are  also  eligible  to  be  reclassified  to  a 
different  area  by  the  MGCRB.  Affected 
hospitals  were  permitted  to  compare  the 
reclassified  wage  index  for  the  labor 
market  area  in  Table  4C  in  the 
Addendum  to  the  proposed  rule  into 
which  they  would  be  reclassified  by  the 
MGCRB  to  the  wage  index  for  the  area 
to  which  they  are  redesignated  under 
section  1886(d)(8)(B)  of  the  Act. 
Hospitals  could  have  withdrawn  from 
an  MGCRB  reclassification  within  45 
days  of  the  publication  of  the  FY  2010 
proposed  rule. 

Comment:  Several  commenters 
suggested  that  CMS  allow  Lugar 
hospitals  the  ability  to  waive  their  Lugar 
status  once  and  have  the  waiver  be 
effective  until  the  hospital  chooses  to 
withdraw. 

Response:  Section  1886(d)(8)(B)  of  the 
Act  required  us  to  treat  a  hospital 
located  in  a  rural  county  adjacent  to  one 
or  more  urban  areas  as  being  located  in 
the  MSA  to  which  the  greatest  number 
of  workers  in  the  county  commute. 
Hospitals  satisfying  the  criteria  under 
section  1886(d)(8)(B)  of  the  Act  are 
treated  as  urban  hospitals  and  are  also 
eligible  for  reclassification  through  the 
MGCRB  or  may  waive  their  Lugar  status 
if  eligible  to  receive  the  out-migration 
adjustment.  Once  a  hospital  is  listed  as 


a  Lugar  hospital  under  section 
1886(d)(8)(B)  of  the  Act,  it  is  treated  as 
such  until  the  hospital  waives  its  Lugar 
status.  Hospitals  can  only  waive  Lugar 
status  if  they  are  in  a  county  that  is 
eligible  to  receive  an  out-migration 
adjustment.  A  rural  hospital  that  is 
redesignated  as  Lugar,  or  urban,  that 
wishes  to  stay  rural  can  apply  to  be 
reclassified  back  to  rural  status  under 
§  412.103  of  the  regulations.  Otherwise, 
hospitals  that  are  redesignated  as  Lugar 
can  only  waive  Lugar  status  if  they  are 
eligible  for  the  out-migraiion 
adjustment. 

The  wage  index  is  updated  annually 
and,  as  such,  hospitals  wishing  to  waive 
their  Lugar  redesignation  in  order  to 
receive  the  rural  area  wage  index  plus 
the  out-migration  adjustment  must 
request  the  waiver  annually.  Each  year, 
the  preamble  of  the  IPPS  proposed  rule 
is  specific  that  hospitals  redesignated 
under  section  1886(d)(8)  of  the  Act  or 
reclassified  under  section  1886(10)  of 
the  Act  will  be  deemed  to  have  chosen 
to  retain  their  redesignation  or 
reclassification,  and  that  hospitals 
redesignated  under  section  1886(d)(8)  of 
the  Act  will  be  deemed  to  have  waived 
the  out-migration  adjustment,  unless 
they  explicitly  notify  CMS  within  45 
days  from  the  publication  of  the 
proposed  rule  that  they  elect  to  receive 
the  out-migration  adjustment  instead. 


For  example,  we  refer  readers  to  the  FY 
2009  IPPS  proposed  rule  (73  FR  23635). 
The  introductory  text  of  Table  4j  in  the 
Addendum  to  the  rule  also  reminds 
hospitals  of  the  annual  process. 

If  a  hospital  chooses  to  waive  its 
Lugar  status  within  45  days  of  the 
proposed  rule,  each  year  it  must  send  a 
written  request  to  CMS  at  the  following 
address:  Division  of  Acute  Care,  Center 
for  Medicare  Management,  C4-08-06, 
7500  Security  Boulevard,  Baltimore,  MD 
21244,  Attn:  Brian  Slater;  and  must  send 
a  copy  to  the  MGCRB.  The  mailing 
address  for  the  MGCRB  is:  2520  Lord 
Baltimore  Drive,  Suite  L,  Baltimore,  MD 
21244-2670. 


As  discussed  in  the  FY  2009  IPPS 
final  rule  (73  FR  48588),  Lugar  hospitals 
are  treated  like  reclassified  hospitals  for 
purposes  of  determining  their 
applicable  wage  index  and  receive  the 
reclassified  wage  index  for  the  urban 
area  to  which  they  have  been 
redesignated.  Because  Lugar  hospitals 
are  treated  like  reclassified  hospitals, 
when  they  are  seeking  reclassification 
by  the  MGCRB,  they  are  subject  to  the 
rural  reclassification  rules  set  forth  at  42 
CFR  412.230.  The  procedural  rules  set 
forth  at  §412.230  list  the  criteria  that  a 
hospital  must  meet  in  order  to  reclassify 
as  a  rural  hospital.  Lugar  hospitals  are 


5.  Reclassifications  Under  Section 
1886(d)(8)(B)  of  the  Act 
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subject  to  the  proximity  criteria  and 
payment  thresholds  that  apply  to  rural 
hospitals.  Specifically,  the  hospital 
must  be  no  more  than  35  miles  from  the 
area  to  which  it  seeks  reclassification 
(§  412.230(b)(1));  and  the  hospital  must  . 
show  that  its  average  hourly  wage  is  at 
least  106  percent  of  the  average  hourly 
wage  of  all  other  hospitals  in  the  area  in 
which  the  hospital  is  located 
(§412.230(d)(l)(iii)(C)).  In  accordance 
with  policy  adopted  in  the  FY  2009 
IPPS  final  rule  (73  FR  48568  and  48569), 
beginning  with  reclassifications  for  the 
FY  2010  wage  index,  a  Lugar  hospital 
must  also  demonstrate  that  its  average 
hourly  wage  is  equal  to  at  least  84 
percent  (for  FY  2010  reclassifications) 
and  86  percent  (for  reclassifications  for 
FY  2011  and  subsequent  fiscal  years)  of 
the  average  hourly  wage  of  hospitals  in 
the  area  to  which  it  seeks  redesignation 
(§412.230(d)(l)(iv)(C)). 

Hospitals  not  located  in  a  Lugar 
county  seeking  reclassification  to  the 
urban  area  where  the  Lugar  hospitals 
have  been  redesignated  are  not 
permitted  to  measure  to  the  Lugar 
county  to  demonstrate  proximity  (no 
more  than  15  miles  for  an  urban 
hospital,  and  no  more  than  35  miles  for 
a  rural  hospital  or  the  closest  urban  or 
rural  area  for  RRCs  or  SCHs)  in  order  to 
be  reclassified  to  such  urban  area.  These 
hospitals  must  measure  to  the  urban 
area  exclusive  of  the  Lugar  County  to 
meet  the  proximity  or  nearest  urban  or 
rural  area  requirement.  We  treat  New 
England  deemed  counties  in  a  manner 
consistent  with  howr  we  treat  Lugar 
counties.  (We  refer  readers  to  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47337)  for  a  discussion  of  this 
policy.) 

6.  Reclassifications  Under  Section  508 
of  Public  Law  1 08-1 73 

Section  508  of  Public  Law  108-173 
allowed  certain  qualifying  hospitals  to 
receive  wage  index  reclassifications  and 
assignments  that  they  otherwise  would 
not  have  been  eligible  to  receive  under 
the  law.  Although  section  508  originally 
was  scheduled  to  expire  after  a  3-year 
period,  Congress  extended  the  provision 
several  times,  as  well  as  certain  special 
exceptions  that  would  have  otherwise 
expired.  For  a  discussion  of  the  original 
section  508  provision  and  its  various 
extensions,  we  refer  readers  to  the  FY 
2009  IPPS  final  rule  (73  FR  48588).  The 
most  recent  extension  of  the  provision 
was  included  in  section  124  of  Public 
Law  110-275  (MIPPA).  Section  124 
extended,  through  FY  2009.  section  508 
reclassifications  as  well  as  certain 
special  exceptions.  Because  the  latest 
extension  of  these  provisions  expires  on 
September  30,  2009,  and  will  not  be 


applicable  in  FY  2010,  we  are  not 
making  any  changes  related  to  these 
provisions  in  this  final  rule. 

/.  FY  2010  Wage  Index  Adjustment 
Based  on  Commuting  Patterns  of 
Hospital  Employees 

In  accordance  with  the  broad 
discretion  under  section  1886(d)(l3)  of 
the  Act,  as  added  by  section  505  of 
Public  Law  108-173,  beginning  with  FY 
2005,  we  established  a  process  to  make 
adjustments  to  the  hospital  wage  index 
based  on  commuting  patterns  of 
hospital  employees  (the  “out-migration” 
adjustment).  The  process,  outlined  in 
the  FY  2005  EPPS  final  rule  (69  FR 
49061),  provides  for  an  increase  in  the 
wage  index  for  hospitals  located  in 
certain  counties  that  have  a  relatively 
high  percentage  of  hospital  employees 
who  reside  in  the  county  but  work  in  a 
different  county  (or  counties)  with  a 
higher  wage  index.  Such  adjustments  to 
the  wage  index  are  effective  for  3  years, 
unless  a  hospital  requests  to  waive  the 
application  of  the  adjustment.  A  county 
will  not  lose  its  status  as  a  qualifying 
county  due  to  wage  index  changes 
during  the  3-year  period,  and  counties 
will  receive  the  same  wage  index 
increase  for  those  3  years.  However,  a 
county  that  qualifies  in  any  given  year 
may  no  longer  qualify  after  the  3-year 
period,  or  it  may  qualify  but  receive  a 
different  adjustment  to  the  wage  index 
level.  Hospitals  that  receive  this 
adjustment  to  their  wage  index  are  not 
eligible  for  reclassification  under 
section  1886(d)(8)  or  section  1886(d)(10) 
of  the  Act.  Adjustments  under  this 
provision  are  not  subject  to  the  budget 
neutrality  requirements  under  section 
1886(d)(3)(E)  of  the  Act. 

Hospitals  located  in  counties  that 
qualify  for  the  wage  index  adjustment 
are  to  receive  an  increase  in  the  wage 
index  that  is  equal  to  the  average  of  the 
differences  between  the  wage  indices  of 
the  labor  market  area(s)  with  higher 
wage  indices  and  the  wage  index  of  the 
resident  county,  weighted  by  the  overall 
percentage  of  hospital  workers  residing 
in  the  qualifying  county  who  are 
employed  in  any  labor  market  area  with 
a  higher  wage  index.  Beginning  with  the 
FY  2008  wage  index,  we  use  post- 
reclassified  wage  indices  when 
determining  the  out-migration 
adjustment  (72  FR  47339). 

For  the  FY  2010  wage  index,  we- 
calculated  the  out-migration  adjustment 
using  the  same  formula  described  in  the 
FY  2005  IPPS  final  rule  (69  FR  49064), 
with  the  addition  of  using  the  post- 
reclassified  wage  indices,  to  calculate 
the  out-migration  adjustment.  This 
adjustment  is  calculated  as  follows: 


Step  1 — Subtract  the  wage  index  for 
the  qualifying  county  from  the  wage 
index  of  each  of  the  higher  wage  area(s) 
to  which  hospital  workers  commute. 

Step  2 — Divide  the  number  of  hospital 
employees  residing  in  the  qualifying 
county  who  are  employed  in  such 
higher  wage  index  area  by  the  total 
number  of  hospital  employees  residing 
in  the  qualifying  county  who  are 
employed  in  any  higher  wage  index 
area.  For  each  of  the  higher  wage  index 
areas,  multiply  this  result  by  the  result 
obtained  in  Step  1. 

Step  3 — Sum  the  products  resulting 
from  Step  2  (if  the  qualifying  county  has 
workers  commuting  to  more  than  one 
higher  wage  index  area). 

Step  4 — Multiply  the  result  from  Step 
3  by  die  percentage  of  hospital 
employees  who  are  residing  in  the 
qualifying  county  and  who  are 
employed  in  any  higher  wage  index 
area. 

These  adjustments  will  be  effective 
for  each  county  for  a  period  of  3  fiscal 
years.  For  example,  hospitals  that 
received  the  adjustment  for  the  first 
time  in  FY  2009  will  be  eligible  to  retain 
the  adjustment  for  FY  2010.  For 
hospitals  in  newly  qualified  counties, 
adjustments  to  the  wage  index  are 
effective  for  3  years,  beginning  with 
discharges  occurring  on  or  after  October 
1,  2009. 

Hospitals  receiving  the  wage  index 
adjustment  under  section  1886(d)(13)(F) 
of  the  Act  are  not  eligible  for 
reclassification  under  sections 
1886(d)(8)  or  (d)(10)  of  the  Act  unless 
they  waive  the  out-migration 
adjustment.  Consistent  with  our  FY 
2005,  2006,  2007,  2008,  and  2009  IPPS 
final  rules,  we  are  specifying  that 
hospitals  redesignated  under  section 
1886(d)(8)  of  the  Act  or  reclassified 
under  section  1886(d)(10)  of  the  Act 
will  be  deemed  to  have  chosen  to  retain 
their  redesignation  or  reclassification. 
Section  1886(d|(10)  hospitals  that 
wished  to  receive  the  out-migration 
adjustment,  rather  than  their 
reclassification  adjustment,  had  to 
follow  the  termination/withdrawal 
procedures  specified  in  42  CFR  412.273 
and  section  Ql.1.3.  of  the  preamble  of  the 
proposed  rule.  Otherwise,  they  were 
deemed  to  have  waived  the  out¬ 
migration  adjustment.  Hospitals 
redesignated  under  section  1886(d)(8)  of 
the  Act  were  deemed  to  have  waived  the 
out-migration  adjustment  unless  they 
explicitly  notified  CMS  within  45  days 
from  the  publication  of  the  proposed 
rule  that  they  elected  to  receive  the  out¬ 
migration  adjustment  instead. 

Table  4J  in  the  Addendum  to  this 
final  rule  lists  the  out-migration  wage 
index  adjustments  for  FY  2010. 
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Hospitals  that  are  not  otherwise 
reclassified  or  redesignated  under 
section  1886(d)(8)  or  section  1886(d)(10) 
of  the  Act  will  automatically  receive  the 
listed  adjustment.  In  accordance  with 
the  procedures  discussed  above, 
redesignated/reclassified  hospitals  will 
be  deemed  to  have  waived  the  out¬ 
migration  adjustment  unless  CMS  was 
otherwise  notified  within  the  necessary 
timeframe.  In  addition,  hospitals 
eligible  to  receive  the  out-migration 
wage  index  adjustment  and  that 
withdrew  their  application  for 
reclassification  will  automatically . 
receive  the  wage  index  adjustment 
listed  in  Table  4J  in  the  Addendum  to 
this  final  rule. 

Comment:  One  commenter  requested 
that  CMS  allow  hospitals  to  submit  their 
own  commuting  data  to  apply  for  the 
out-migration  adjustment. 

Response:  First,  we  did  not  propose 
any  changes  on  commuting  data  for 
purposes  of  calculating  the  out¬ 
migration  adjustment.  Therefore,  we 
believe  this  comment  is  outside  the 
scope  of  the  proposed  rule.  In  addition, 
as  we  stated  in  the  FY  2005  IPPS  final 
rule  (69  FR  49063),  because  the 
adjustment  is  based  on  the  number  of 
hospital  workers  in  a  county  who 
commute  to  other  higher  wage  areas,  we 
believe  it  would  be  extremely 
problematic  for  individual  hospitals  to 
track  and  submit  the  data  necessary  for 
determining  the  out-migration 
adjustment.  A  hospital  could  not  simply 
survey  its  own  employees  to  obtain 
these  necessary  data,  but  would  have  to 
survey  all  hospital  workers  who  live  in 
the  county  where  the  hospital  is  located 
and  commute  to  hospitals  in  other 
higher  wage  index  areas. 

K.  Process  for  Requests  for  Wage  Index 
Data  Corrections 

The  preliminary,  unaudited 
Worksheet  S-3  wage  data  and 
occupational  mix  survey  data  files  for 
the  FY  2010  wage  index  were  made 
available  on  October  6,  2008,  through 
the  Internet  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
AcutelnpatientPPS/WIFN/ 
list.  asp#T opOfPage. 

In  the  interest  of  meeting  the  data 
needs  of  the  public,  beginning  with  the 
proposed  FY  2009  wage  index,  we  post 
an  additional  public  use  file  on  our  Web 
site  that  reflects  the  actual  data  that  are 
used  in  computing  the  proposed  wage 
index.  The  release  of  this  new  file  does 
not  alter  the  current  wage  index  process 
or  schedule.  We  notified  the  hospital 
community  of  the  availability  of  these 
data  as  we  do  with  the  current  public 
use  wage  data  files  through  our  Hospital 
Open  Door  forum.  We  encouraged 


hospitals  to  sign  up  for  automatic 
notifications  of  information  about 
hospital  issues  and  the  scheduling  of 
the  Hospital  Open  Door  forums  at: 
http://www.cms.hhs.gov/ 
OpenDoorForums/. 

In  a  memorandum  dated  October  6, 

2008,  we  instructed  all  fiscal 
intermediaries/MACs  to  inform  the  IPPS 
hospitals  they  service  of  the  availability 
of  the  wage  index  data  files  and  the 
process  and  timeframe  for  requesting 
revisions  (including  the  specific 
deadlines  listed  below).  We  also 
instructed  the  fiscal  intermediaries/ 
MACs  to  advise  hospitals  that  these  data 
were  also  made  available  directly 
through  their  representative  hospital 
organizations. 

If  a  hospital  wished  to  request  £ 
change  to  its  data  as  shown  in  the 
October  6,  2008  wage  and  occupational 
mix  data  files,  the  hospital  was  to 
submit  corrections  along  with  complete, 
detailed  supporting  documentation  to 
its  fiscal  intermediary/MAC  by 
December  8,  2008.  Hospitals  were 
notified  of  this  deadline  and  of  all  other 
possible  deadlines  and  requirements, 
including  the  requirement  to  review  and 
verify  their  data  as  posted  on  the 
preliminary  wage  index  data  files  on  the 
Internet,  through  the  October  6,  2008 
memorandum  referenced  above. 

In  the  October  6,  2008  memorandum, 
we  also  specified  that  a  hospital 
requesting  revisions  to  its  first  and/or 
second  quarter  occupational  mix  survey 
data  was  to  copy  its  record(s)  from  the 
CY  2007-2008  occupational  mix 
preliminary  files  posted  to  our  Web  site 
in  October,  highlight  the  revised  cells 
on  its  spreadsheet,  and  submit  its 
spreadsheet(s)  and  complete 
documentation  to  its  fiscal 
intermediary/MAC  no  later  than 
December  8,  2008. 

The  fiscal  intermediaries/MACs 
notified  the  hospitals  by  mid-February 
2009  of  any  changes  to  the  wage  index 
data  as  a  result  of  the  desk  reviews  and 
the  resolution  of  the  hospitals’  early- 
December  revision  requests.  The  fiscal 
intermediaries/MACs  also  submitted  the 
revised  data  to  CMS  by  mid-February 

2009.  CMS  published  the  proposed 
wage  index  public  use  files  that 
included  hospitals’  revised  wage  index 
data  on  February  23,  2009.  In  a 
memorandum  also  dated  February  23, 
2009,  we  instructed  fiscal 
intermediaries/MACs  to  notify  all 
hospitals  regarding  the  availability  of 
the  proposed  wage  index  public  use 
files  and  the  criteria  and  process  for 
requesting  corrections  and  revisions  to 
the  wage  index  data.  Hospitals  had  until 
March  10,  2009,  to  submit  requests  to 
the  fiscal  intermediaries/MACs  for 


reconsideration  of  adjustments  made  by 
the  fiscal  intermediaries/MACs  as  a 
result  of  the  desk  review,  and  to  correct 
errors  due  to  CMS’s  or  the  fiscal 
intermediary’s  (or,  if  applicable,  the 
MAC’s)  mishandling  of  the  wage  index 
data.  Hospitals  also  were  required  to 
submit  sufficient  documentation  to 
support  their  requests. 

After  reviewing  requested  changes 
submitted  by  hospitals,  fiscal 
intermediaries/MACs  were  required  to 
transmit  any  additional  revisions 
resulting  from  the  hospitals’ 
reconsideration  requests  by  April  15, 
2009.  The  deadline  for  a  hospital  to 
request  CMS  intervention  in  cases 
where  the  hospital  disagrees  with  the 
fiscal  intermediary’s  (or,  if  applicable, 
the  MAC’s)  policy  interpretations  was 
April  22,  2009. 

Hospitals  were  given  the  opportunity 
to  examine  Table  2  in  the  Addendum  to 
the  proposed  rule.  Table  2  in  the 
Addendum  to  the  proposed  rule 
contained  each  hospital’s  adjusted 
average  hourly  wage  used  to  construct 
the  wage  index  values  for  the  past  3 
years,  including  the  FY  2006  data  used 
to  construct  the  proposed  FY  2010  wage 
index.  We  noted  that  the  hospital 
average  hourly  wages  shown  in  Table  2 
only  reflect  changes  made  to  a  hospital’s 
data  and  transmitted  to  CMS  by  March 
2,  2009. 

We  released  the  final  wage  index  data 
public  use  files  in  early  May  2009  on 
the  Internet  at  http://www.cms.hhs.gov/ 
AcutelnpatientPPS/WIFN/ 
list.asp#TopOfPage.  The  May  2009 
public  use  files  were  made  available 
solely  for  the  limited  purpose  of 
identifying  any  potential  errors  made  by 
CMS  or  the  fiscal  intermediary/MAC  in 
the  entry  of  the  final  wage  index  data 
that  resulted  from  the  correction  process 
described  above  (revisions  submitted  to 
CMS  by  the  fiscal  intermediaries/MACs 
by  April  15,  2009).  If,  after  reviewing 
the  May  2009  final  files,  a  hospital 
believed  that  its  wage  or  occupational 
mix  data  were  incorrect  due  to  a  fiscal 
intermediary/MAC  or  CMS  error  in  the 
entry  or  tabulation  of  the  final  data,  the 
hospital  had  to  send  a  letter  to  both  its 
fiscal  intermediary/MAC  and  CMS  that 
outlined  why  the  hospital  believed  an 
error  existed  and  that  provided  all 
supporting  information,  including 
relevant  dates  (for  example,  when  it  first 
became  aware  of  the  error).  CMS  and  the 
fiscal  intermediaries  (or,  if  applicable, 
the  MACs)  had  to  receive  these  requests 
no  later  than  June  8,  2009. 

Each  request  also  had  to  be  sent  to  the 
fiscal  intermediary/MAC.  The  fiscal 
intermediary/MAC  reviewed  requests 
upon  receipt  and  contacted  CMS 
immediately  to  discuss  any  findings. 


Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


43843 


At  this  point  in  the  process,  that  is, 
after  the  release  of  the  May  2009  wage 
index  data  files,  changes  to  the  wage 
and  occupational  mix  data  were  only 
made  in  those  very  limited  situations 
involving  an  error  by  the  fiscal 
intermediary/MAC  or  CMS  that  the 
hospital  could  not  have  known  about 
before  its  review  of  the  final  wage  index 
data  files.  Specifically,  neither  the  fiscal 
intermediary/MAC  nor  CMS  approved 
the  following  types  of  requests: 

•  Requests  for  wage  index  data 
corrections  that  were  submitted  too  late 
to  be  included  in  the  data  transmitted  to 
CMS  by  fiscal  intermediaries  or  the 
MACs  on  or  before  April  15,  2009. 

•  Requests  for  correction  of  errors 
that  were  not,  but  could  have  been, 
identified  during  the  hospital’s  review 
of  the  February  23,  2009  wage  index 
public  use  files. 

•  Requests  to  revisit  factual 
determinations  or  policy  interpretations 
made  by  the  fiscal  intermediary  or  the 
MAC  or  CMS  during  the  wage  index 
data  correction  process. 

Verified  corrections  to  the  wage  index 
data  received  timely  by  CMS  and  the 
fiscal  intermediaries  or  the  MACs  (that 
is,  by  June  8,  2009)  were  incorporated 
into  the  final  wage  index  in  this  FY 
2010  IPPS/RY  2010  LTCH  PPS  final 
rule,  which  will  be  effective  October  1, 
2009. 

We  created  the  processes  described 
above  to  resolve  all  substantive  wage 
index  data  correction  disputes  before  we 
finalize  the  wage  and  occupational  mix 
data  for  the  FY  2010  payment  rates. 
Accordingly,  hospitals  that  did  not  meet 
the  procedural  deadlines  set  forth  above 
will  not  be  afforded  a  later  opportunity 
to  submit  wage  index  data  corrections  or 
to  dispute  the  fiscal  intermediary’s  (or, 
if  applicable  the  MAC’s)  decision  with 
respect  to  requested  changes. 
Specifically,  our  policy  is  that  hospitals 
that  do  not  meet  the  procedural 
deadlines  set  forth  above  will  not  be 
permitted  to  challenge  later,  before  the 
Provider  Reimbursement  Review  Board, 
the  failure  of  CMS  to  make  a  requested 
data  revision.  (See  W.  A.  Foote 
Memorial  Hospital  v.  Shalala,  No.  99- 
CV-75202-DT  (E.D.  Mich.  2001)  and 
Palisades  General  Hospital  v. 

Thompson,  No.  99-1230  (D.D.C.  2003).) 
We  refer  readers  also  to  the  FY  2000 
IPPS  final  rule  (64  FR  41513)  for  a 
discussion  of  the  parameters  for 
appealing  to  the  PRRB  for  wage  index 
data  corrections. 

Again,  we  believe  the  wage  index  data 
correction  process  described  above 
provides  hospitals  with  sufficient 
opportunity  to  bring  errors  in  their  wage 
and  occupational  mix  data  to  the  fiscal 
intermediary’s  (or,  if  applicable,  the 


MAC’s)  attention.  Moreover,  because 
hospitals  had  access  to  the  final  wage 
index  data  by  early  May  2009,  they  had 
the  opportunity  to  detect  any  data  entry 
or  tabulation  errors  made  by  the  fiscal 
intermediary  or  the  MAC  or  CMS  before 
the  development  and  publication  of  the 
final  FY  2010  wage  index  by  August 
2009,  and  the  implementation  of  the  FY 
2010  wage  index  on  October  1,  2009.  If 
hospitals  availed  themselves  of  the 
opportunities  afforded  to  provide  and 
make  corrections  to  the  wage  and 
occupational  mix  data,  the  wage  index 
implemented  on  October  1  should  be 
accurate.  Nevertheless,  in  the  event  that 
errors  are  identified  by  hospitals  and ' 
brought  to  our  attention  after  June  8, 
2009,  we  retain  the  right  to  make 
midyear  changes  to  the  wage  index 
under  very  limited  circumstances. 

Specifically,  in  accordance  with  42 
CFR  412.64(k)(l)  of  our  existing 
regulations,  we  make  midyear 
corrections  to  the  wage  index  for  an  area 
only  if  a  hospital  can  show  that:  (1)  the 
fiscal  intermediary  or  the  MAC  or  CMS 
made  an  error  in  tabulating  its  data;  and 
(2)  the  requesting  hospital  could  not 
have  known  about  the  error  or  did  not 
have  an  opportunity  to  correct  the  error, 
before  the  beginning  of  the  fiscal  year. 
For  purposes  of  this  provision,  “before 
the  beginning  of  the  fiscal  year”  means 
by  the  June  8  deadline  for  making 
corrections  to  the  wage  data  for  the 
following  fiscal  year’s  wage  index.  This 
provision  is  not  available  to  a  hospital 
seeking  to  revise  another  hospital’s  data 
that  may  be  affecting  the  requesting 
hospital’s  wage  index  for  the  labor 
market  area.  As  indicated  earlier, 
because  CMS  makes  the  wage  index 
data  available  to  hospitals  on  the  CMS 
Web  site  prior  to  publishing  both  the 
proposed  and  final  IPPS  rules,  and  the 
fiscal  intermediaries  or  the  MAC  notify 
hospitals  directly  of  any  wage  index 
data  changes  after  completing  their  desk 
reviews,  we  do  not  expect  that  midyear 
corrections  will  be  necessary.  However, 
under  our  current  policy,  if  the 
correction  of  a  data  error  changes  the 
wage  index  value  for  an  area,  the 
revised  wage  index  value  will  be 
effective  prospectively  from  the  date  the 
■  correction  is  made. 

In  the  FY  2006  IPPS  final  rule  (70  FR 
47385),  we  revised  42  CFR  412.64(k)(2) 
to  specify  that,  effective  on  October  1, 
2005,  that  is,  beginning  with  the  FY 
2006  wage  index,  a  change  to  the  wage 
index  can  be  made  retroactive  to  the 
beginning  of  the  Federal  fiscal  year  only 
when:  (1)  The  fiscal  intermediary  (or,  if 
applicable,  the  MAC)  or  CMS  made  an 
error  in  tabulating  data  used  for  the 
wage  index  calculation;  (2)  the  hospital 
knew  about  the  error  and  requested  that 


the  fiscal  intermediary  (or  if  applicable 
the  MAC)  and  CMS  correct  the  error 
using  the  established  process  and 
within  the  established  schedule  for 
requesting  corrections  to  the  wage  index 
data,  before  the  beginning  of  the  fiscal 
year  for  the  applicable  IPPS  update  (that 
is,  by  the  June  8,  2009  deadline  for  the 
FY  2010  wage  index);  and  (3)  CMS 
agreed  that  the  fiscal  intermediary  (or  if 
applicable,  the  MAC)  or  CMS  made  an 
error  in  tabulating  the  hospital’s  wage 
index  data  and  the  wage  index  should 
be  corrected. 

In  those  circumstances  where  a 
hospital  requested  a  correction  to  its 
wage  index  data  before  CMS  calculates 
the  final  wage  index  (that  is,  by  the  June 
8,  2009  deadline),  and  CMS 
acknowledges  that  the  error  in  the 
hospital’s  wage  index  data  was  caused 
by  CMS’  or  the  fiscal  intermediary’s  (or, 
if  applicable,  the  MAC’s)  mishandling  of 
the  data,  we  believe  that  the  hospital 
should  not  be  penalized  by  our  delay  in 
publishing  or  implementing  the 
correction.  As  with  our  current  policy, 
we  indicated  that  the  provision  is  not 
available  to  a  hospital  seeking  to  revise 
another  hospital’s  data.  In  addition,  the 
provision  cannot  be  used  to  correct 
prior  years’  wage  index  data;  and  it  can 
only  be  used  for  the  current  Federal 
fiscal  year.  In  other  situations  where  our 
policies  would  allow  midyear 
corrections,  we  continue  to  believe  that 
it  is  appropriate  to  make  prospective- 
only  corrections  to  the  wage  index. 

We  note  that,  as  with  prospective 
changes  to  the  wage  index,  the  final 
retroactive  correction  will  be  made 
irrespective  of  whether  the  change 
increases  or  decreases  a  hospital’s 
payment  rate.  In  addition,  we  note  that 
the  policy  of  retroactive  adjustment  will 
still  apply  in  those  instances  where  a 
judicial  decision  reverses  a  CMS  denial 
of  a  hospital’s  wage  index  data  revision 
request. 

IV.  Rebasing  and  Revision  of  the 
Hospital  Market  Baskets  for  Acute  Care 
Hospitals 

*  A.  Background 

Effective  for  cost  reporting  periods 
beginning  on  or  after  July  1, 1979,  we 
developed  and  adopted  a  hospital  input 
price  index  (that  is,  the  hospital  market 
basket  for  operating  Gosts).  Although 
“market  basket”  technically  describes 
the  mix  of  goods  and  services  used  in 
providing  hospital  care,  this  term  is  also 
commonly  used  to  denote  the  input 
price  index  (that  is,  cost  category 
weights  and  price  proxies  combined) 
derived  from  that  market  basket. 
Accordingly,  the  term  “market  basket” 
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as  used  m  this  document  refers  to  the 
hospital  input  price  index. 

The  percentage  change  in  the  market 
basket  reflects  the  average  change  in  the 
price  of  goods  and  services  hospitals 
purchase  in  order  to  provide  inpatient 
care.  We  first  used  the  market  basket  to 
adjust  hospital  cost  limits  by  an  amount 
that  reflected  the  average  increase  in  the 
prices  of  the  goods  and  services  used  to 
provide  hospital  inpatient  care.  This 
approach  linked  the  increase  in  the  cost 
limits  to  the  efficient  utilization  of 
resources. 

Since  the  inception  of  the  IPPS,  the 
projected  change  in  the  hospital  market 
basket  has  been  the  integral  component 
of  the  update  factor  by  which  the 
prospective  payment  rates  are  updated 
every  year.  An  explanation  of  the 
hospital  market  basket  used  to  develop 
the  prospective  payment  rates  was 
published  in  the  Federal  Register  on 
September  1,  1983  (48  FR  39764).  We 
also  refer  readers  to  the  FY  2006  IPPS 
final  rule  (70  FR  47387)  in  which  we 
discussed  the  most  recent  previous 
rebasing  of  the  hospital  input  price 
index. 

The  hospital  market  basket  is  a  fixed- 
weight,  Laspeyres-type  price  index  that 
is  constructed  in  three  steps.  A 
Laspeyres  price  index  measures  the 
change  in  price,  over  time,  of  the  same 
mix  of  goods  and  services  purchased  in 
the  base  period.  Any  changes  in  the 
quantity  or  mix  of  goods  and  services 
(that  is,  intensity)  purchased  over  time 
are  not  measured. 

The  index  itself  is  constructed  in 
three  steps.  First,  a  base  period  is 
selected  (in  this  final  rule,  the  base 
period  is  FY  2006)  and  total  base  period 
expenditures  are  estimated  for  a  set  of 
mutually  exclusive  and  exhaustive 
spending  categories  based  upon  type  of 
expenditure.  Then  the  proportion  of 
total  operating  costs  that  each  category 
represents  is  determined.  These 
proportions  are  called  cost  or 
expenditure  weights.  Second,  each 
expenditure  category  is  matched  to  an 
appropriate  price  or  wage  variable, 
referred  to  as  a  price  proxy.  In  nearly 
every  instance,  these  price  proxies  are 
.  price  levels  derived  from  publicly 
available  statistical  series  that  are 
published  on  a  consistent  schedule 
(preferably  at  least  on  a  quarterly  basis). 
Finally,  the  expenditure  weight  for  each 
cost  category  is  multiplied  by  the  level 
of  its  respective  price  proxy.  The  sum  of 


these  products  (that  is,  the  expenditure 
weights  multiplied  by  their  price  levels) 
for  all  cost  categories  yields  the 
composite  index  level  of  the  market 
basket  in  a  given  period.  Repeating  this 
step  for  other  periods  produces  a  series 
of  market  basket  levels  over  time. 
Dividing  an  index  level  for  a  given 
period  by  an  index  level  for  an  earlier 
period  produces  a  rate  of  growth  in  the 
input  price  index  over  that  timeframe. 

The  market  basket  is  described  as  a 
fixed-weight  index  because  it  represents 
the  change  in  price  over  time  of  the 
same  mix  (quantity  and  intensity)  of 
goods  and  services  purchased  to  provide 
hospital  services  in  a  base  period.  The 
effects  on  total  expenditures  resulting 
from  changes  in  the  mix  of  goods  and 
services  purchased  subsequent  to  the 
base  period  are  not  measured.  For 
example,  shifting  a  traditionally 
inpatient  type  of  care  to  an  outpatient 
setting  might  affect  the  volume  of 
inpatient  goods  and  services  purchased 
by  the  hospital,  but  would  not  be 
factored  into  the  price  change  measured 
by  a  fixed-weight  hospital  market 
basket.  In  this  manner,  the  market 
basket  measures  pure  price  change  only. 
Only  when  the  index  is  rebased  would 
changes  in  the  quantity  and  intensity  be 
captured  in  the  cost  weights.  Therefore, 
we  rebase  the  market  basket  periodically 
so  the  cost  weights  reflect  recent 
changes  in  the  mix  of  goods  and 
services  that  hospitals  purchase 
(hospital  inputs)  to  furnish  inpatient 
care  between  base  periods.  We  last 
rebased  the  hospital  market  basket  cost 
weights  effective  for  FY  2006  (70  FR 
47387),  with  FY  2002  data  used  as  the 
base  period  for  the  construction  of  the 
market  basket  cost  weights. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24154),  we 
invited  public  comments  on  our 
proposed  methodological  changes  to 
both  the  IPPS  operating  market  basket 
and  the  capital  input  price  index  (CIPI). 
We  note  that  this  section  addresses  only 
the  rebasing  and  revision  of  the  IPPS 
market  basket  and  CIPI  for  acute  care 
hospitals  and  for  children’s  and  cancer 
*  hospitals  and  RNHCIs,  which  are 
excluded  from  the  IPPS.  We  address  the 
market  basket  that  will  be  applicable  to 
LTCHs  in  section  VIII.C.2.  of  the 
preamble  of  this  final  rule.  Separate 
documents  will  address  the  market 
basket  for  other  hospitals  that  are 
excluded  from  the  IPPS. 


B.  Rebasing  and  Revising  the  IPPS 
Market  Basket 

The  terms  “rebasing”  and  “revising,” 
while  often  used  interchangeably, 
actually  denote  different  activities. 
“Rebasing”  means  moving  the  base  year 
for  the  structure  of  costs  of  an  input 
price  index  (for  example,  in  this  final 
rule,  we  are  shifting  the  base  year  cost 
structure  for  the  IPPS  hospital  index 
from  FY  2002  to  FY  2006).  “Revising” 
means  changing  data  sources,  or  price 
proxies,  used  in  the  input  price  index. 

As  published  in  the  FY  2006  IPPS  final 
rule  (70  FR  47387),  in  accordance  with 
section  404  of  Public  Law  108-173, 

CMS  determined  a  new  frequency  for 
rebasing  the  hospital  market  basket.  We 
established  a  rebasing  frequency  of 
every  4  years  and,  therefore,  for  the  FY 
2010  EPPS  update,  as  we  proposed,  we 
are  rebasing  and  revising  the  IPPS 
market  basket  and  the  CIPI. 

1.  Development  of  Cost  Categories  and 
Weights 

a.  Medicare  Cost  Reports 

The  major  source  of  expenditure  data 
for  developing  the  rebased  and  revised 
hospital  market  basket  cost  weights  is 
the  FY  2006  Medicare  cost  reports.  As 
was  done  in  previous  rebasings,  these  . 
cost  reports  are  from  IPPS  hospitals  only 
(hospitals  excluded  from  the  IPPS  and 
CAHs  are  not  included)  and  are  based 
on  IPPS  Medicare-allowable  operating 
costs.  IPPS  Medicare-allowable 
operating  costs  are  costs  that  are  eligible 
to  be  paid  for  under  the  IPPS.  For 
example,  the  IPPS  market  basket 
excludes  home  health  agency  (HHA) 
costs  as  these  costs  would  be  paid  under 
the  HHA  PPS  and,  therefore,  these  costs 
are  not  IPPS  Medicare-allowable  costs. 

The  IPPS  cost  reports  yield  seven 
major  expenditure  or  cost  categories — 
the  same  as  in  the  FY  2002-based 
hospital  market  basket:  Wages  and 
salaries,  employee  benefits,  contract 
labor,  pharmaceuticals,  professional 
liability  insurance  (malpractice),  blood 
and  blood  products,  and  a  residual  “all 
other.”  The  cost. weights  that  were 
obtained  directly  from  the  Medicare  cost 
reports  are  reported  in  Chart  1:  These 
Medicare  cost  report  cost  weights  are 
then  supplemented  with  information 
obtained  from  other  data  sources  to 
derive  the  IPPS  market  basket  cost 
weights. 


Chart  1— Major  Cost  Categories  and  Their  Respective  Cost  Weights  Found  in  the  Medicare  Cost  Reports 


** 

Major  cost  categories 

FY  2002-based 
market  basket 

FY  2006-based 
market  basket 

Wages  and  salaries  . . 

45.590 

45.156 
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Chart  1— Major  Cost  Categories  and  Their  Respective  Cost  Weights  Found  iN  the  Medicare  Cost 

Reports— Continued 


Major  cost  categories 

FT  2002-based 
market  basket 

FY  2006-based 
market  basket 

Employee  benefits  . .-. . 

11.189 

'  11.873 

Contract  labor  . .’. . 

3.214 

2.598 

Professional  Liability  Insurance  (Malpractice)  . 

1.589 

1.661 

Pharmaceuticals  . 

5.855 

5.380 

Blood  and  blood  products . 

'  1.082 

1.078 

31.481 

32.254 

b.  Other  Data  Sources 

In  addition  to  the  Medicare  cost 
reports,  the  other  data  source  we  used 
to  develop  the  IPPS  market  basket  cost 
weights  was  the  Benchmark  Input- 
Output  (I — O)  Tables  created  by  the 
Bureau  of  Economic  Analysis  (BEA), 

U.S.  Department  of  Commerce.  The  BEA 
Benchmark  1-0  data  are  scheduled  for 
publication  every  5  years.  The  most 
recent  data  available  are  for  2002.  BEA 
also  produces  Annual  1-0  estimates; 
however,  the  2002  Benchmark  1-0  data 
represent  a  much  more  comprehensive 
and  complete  set  of  data  that  are  derived 
from  the  2002  Economic  Census.  The 
Annual  1-0  is  simply  an  update  of  the 
Benchmark  1-0  tables.  For  the  FY  2006 
market  basket  rebasing,  we  used  the 
1997  Benchmark  1-0  data.  In  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24155),  we  proposed  to  use 
the  2002  Benchmark  1-0  data  in  the  FY 
2006-based  IPPS  market  basket,  to  be 
effective  for  FY  2010.  Instead  of  using 
the  less  detailed,  less  accurate  Annual 
1-0  data,  we  aged  the  2002  Benchmark 
1-0  data  forward  to  FY  2006.  The 
methodology  we  used  to  age  the  data 
forward  involves  applying  the  annual 
price  changes  from  the  respective  price 
proxies  to  the  appropriate  cost 
categories.  We  repeat  this  practice  for 
each  year. 

The  “all  other”  cost  category  obtained 
directly  from  the  Medicare  cost  reports 
is  divided  into  other  hospital 
expenditure  category  shares  using  the 
2002  Benchmark  1-0  data.  Therefore, 
the  “all  other”  cost  category 
expenditure  shares  are  proportional  to 
their  relationship  to  “all  other”  totals  in 
the  2002  Benchmark  1-0  data.  For 
instance,  if  the  cost  for  telephone 
services  was  to  represent  10  percent  of 
the  sum  of  the  “all  other”  Benchmark  I- 
O  (see  below)  hospital  expenditures, 
then  telephone  services  would  represent 
10  percent  of  the  IPPS  market  basket’s 
“all  other”  cost  category.  Following 
publication  of  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule,  and  in 
an  effort  to  provide  greater 
transparency,  we  posted  on  the  CMS 
market  basket  Web  page  at:  http:// 


www.cms.hhs.gov/MedicareProgram 
RatesStats/05_MarketBasket 
Research. asp#TopOfPage  an  illustrative 
spreadsheet  that  shows  how  the  detailed 
cost  weights  in  the  proposed  rule  (that 
is,  those  not  calculated  using  Medicare 
cost  reports)  were  determined  using  the 
2002  Benchmark  1-0  data. 

2.  Final  Cost  Category  Computation 

•  As  stated  previously,  for  this  rebasing 
we  used  the  Medicare  cost  reports  to 
derive  seven  major  cost  categories.  As 
we  proposed,  the  FY  2006-based  IPPS 
market  basket  includes  three  additional 
cost  categories  that  were  not  broken  out 
separately  in  the  FY  2002-based  IPPS 
market  basket.  The  first  is  lifted  directly, 
from  the  Medicare  cost  reports:  Blood 
and  blood  products.  The  remaining  two 
are  derived  using  the  Benchmark  1-0 
data:  Administrative  and  business 
support  services  and  financial  services. 
As  we  proposed,  we  broke  out  the  latter 
two  categories  so  we  can  better  match 
-  their  respective  expenses  with  price 
proxies.  A  thorough  discussion  of  our 
rationale  for  each  of  these  cost 
categories  is  provided  in  section  IV.B.3. 
of  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24155)  and  this 
final  rule.  Also,  the  FY  2006-based  IPPS 
market  basket  excludes  one  cost 
category:  Photo  supplies.  The  2002 
Benchmark  1-0  weight  for  this  category 
is  considerably  smaller  than  the  1997 
Benchmark  1-0  weight,  presently 
accounting  for  less  than  one-tenth  of 
one  percentage  point  of  the  IPPS  market 
basket.  Therefore,  as  we  proposed,  we 
include  the  photo  supplies  costs  in  the 
chemical  cost  category  weight  with 
other  similar  chemical  products  (74  FR 
24155). 

As  we  proposed,  we  are  not  changing 
our  definition  of  the  labor-related  share. 
However,  we  rename  our  aggregate  cost 
categories  from  “labor-intensive”  and 
“non-labor-intensive”  services  to 
“labor-related”  and  “nonlabor-related” 
services  (74  FR  24155).  As  discussed  in 
more  detail  below  and  similar  to  the 
previous  rebasing,  we  classify  a  cost 
category  as  labor-related  and  include  it 
in  the  labor-related  share  if  the  cost 


category  is  defined  as  being  labor- 
intensive  and  its  cost  varies  with  the 
local  labor  market.  In  previous 
regulations,  we  grouped  cost  categories 
that  met  both  of  these  criteria  into  labor- 
intensive  services.  We  believe  the  new 
labels  more  accurately  reflect  the 
concepts  that  they  are  intended  to 
convey.  We  are  not  changing  our 
definition  of  the  labor-related  share 
because  we  continue  to  classify  a  cost 
category  as  labot-related  if  the  costs  are 
labor-intensive  and  vary  with  the  local 
labor  market. 

3.  Selection  of  Price  Proxies 

After  computing  the  FY  2006  cost 
weights  for  the  rebased  hospital  market 
basket,  it  was  necessary  to  select 
appropriate  wage  and  price  proxies  to 
reflect  the  rate  of  price  change  for  each 
expenditure  category.  With  the 
exception  of  the  proxy  for  professional 
liability,  all  the  proxies  are  based  on 
Bureau  of  Labor  Statistics  (BLS)  data 
and  are  grouped  into  one  of  the 
following  BLS  categories: 

•  Producer  Price.  Indexes — Producer 
Price  Indexes  (PPIs)  measure  price 
changes  for  goods  sold  in  markets  other 
than  the  retail  market.  PPIs  are 
preferable  price  proxies  for  goods  and 
services  that  hospitals  purchase  as 
inputs  because  these  PPIs  better  reflect 
the  actual  price  changes  faced  by 
hospitals.  For  example,  we  pse  a  special 
PPI  for  prescription  drugs,  rather  than 
the  Consumer  Price  Index  (CPI)  for 
prescription  drugs,  because  hospitals 
generally  purchase  drugs  directly  from  a 
wholesaler.  The  PPIs  that  we  use 
measure  price  changes  at  the  final  stage 
of  production. 

•  Consumer  Price  Indexes — 
Consumer  Price  Indexes  (CPIs)  measure 
change  in  the  prices  of  final  goods  and 
services  bought  by  the  typical 
consumer.  Because  they  may  not 
represent  the  price  faced  by  a  producer, 
we  used  CPIs  only  if  an  appropriate  PPI 
was  not  available,  or  if  the  expenditures 
were  more  similar  to  those  faced  by 
retail  consumers  in  general  rather  than 
by  purchasers  of  goods  at  the  wholesale 
level.  For  example,  the  CPI  for  food 
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purchased  away  from  home  is  used  as 
a  proxy  for  contracted  food  services. 

•  Employment  Cost  Indexes — 
Employment  Cost  Indexes  (ECIs) 
measure  the  rate  of  change  in  employee 
wage  rates  and  employer  costs  for 
employee  benefits  per  hour  worked. 
These  indexes  are  fixed-weight  indexes 
and  strictly  measure  the  change  in  wage 
rates  and  employee  benefits  per  hour. 
Appropriately,  they  are  not  affected  by 
shifts  in  employment  mix. 

We  evaluated  the  price  proxies  using 
the  criteria  of  reliability,  timeliness,  / 
availability,  and  relevance.  Reliability 
indicates  that  the  index  is  based  on 
valid  statistical  methods  and  has  low 
sampling  variability.  Timeliness  implies 
that  the  proxy  is  published  regularly, 
preferably  at  least  once  a  quarter. 
Availability  means  that  the  proxy  is 
publicly  available.  Finally,  relevance 
means  that  the  proxy  is  applicable  and 
representative  of  the  cost  category 
weight  to  which  it  is  applied.  The  CPIs, 
PPIs,  and  ECIs  selected  meet  these 
criteria. 

Comment:  Several  commenters  stated 
that  although  the  MMA  requires  CMS  to 
rebase  the  weights  used  in  the  hospital 
market  basket  more  frequently  than 
every  5  years  to  reflect  the  most  current 
data  available,  it  does  not  require  CMS 
to  modify  or  revise  the  price  proxies 
used  in  the  market  basket  calculation. 
The  commenters  discouraged  CMS  from 
incorporating  any  new  price  proxies, 
particularly  the  new  blended  price 
proxy  associated  with  the  Chemicals 
cost  category,  and  indicated  that  such  a 
change  was  not  preferred  at  this  time. 
They  pointed  out  that  the  methodology 
and  data  sources  used  by  CMS  to  derive 
the  proposed  2006-based  IPPS  market 
basket  yield  a  projected  2.1  percent 
increase  in  the  hospital  market  basket 
update,  while  the  historical 
methodology  and  data  sources  used  to 
derive  the  FY  2002-based  IPPS  market 
basket  yield  a  projected  update  of  2.3 
percent.  Several  commenters  pointed  to 
the  current  status  and  volatility  of  the 
economy  as  a  basis  for  maintaining  the 
same  price  proxies  going  forward.  Those 
comments  included  the  following: 

•  Maintaining  the  current  proxies 
will  result  in  a  more  stable  market 
basket  increase  and  will  demonstrate 
forbearance,  given  the  current  economic 
volatility  that  has  occurred  or  may  be 
yet  to  come. 

•  The  country  has  recently 
experienced  a  period  of  very  low 
inflation.  The  funds  from  the  ARRA 
(Pub.  L.  111-5)  are  beginning  to  work 
their  way  into  the  economy,  possibly 
resulting  in  a  period  of  higher  inflation 
that  could  substantially  affect  the 
market  basket  estimate. 


•  The  new  price  proxies  selected  by 
CMS  are  not  responsive  to  the 
inflationary  effects  of  the  President’s  FY 
2010  Budget  and  the  inflationary 
stimulus  effect  of  the  Troubled  Asset 
Relief  Program  (TARP),  which  is 
demonstrated  by  the  modest  market 
basket  increases  in  FY  2010  and  FY 
2011. 

•  The  traditional  approach  taken  in 
developing  the  annual  market  basket 
forecast  is  inadequate,  given  the  severe 
downturn  in  the  economy  and  the 
potential  for  inflation  to  pick  up  at  a 
pace  quicker  than  we  have  seen  for 
many  years.  Following  several  years  of 
updates  between  3  percent  and  3.5 
percent,  a  lower  forecast  may  well 
underestimate  hospital  input  costs, 
particularly  nursing  labor,  as  hospitals 
will  not  benefit  from  swelling  labor 
markets  due  to  the  fact  that  it  is  unlikely 
that  newly-unemployed  workers  possess 
the  specialized  skills  required  by 
hospitals. 

As  a  result  of  these  issues,  multiple 
commenters  urged  CMS  only  to  rebase 
the  data  and  weights  used  in  the  market 
basket  calculation,  and  not  to  revise  the 
price  proxies. 

Response:  We  continuously  monitor 
the  technical  appropriateness  of  all  of 
CMS’  market  baskets  (including  the 
hospital  market  basket)  whether  or  not 
the  market  basket  is  being  rebased. 
However,  whenever  a  market  basket  is 
rebased,  it  is  a  matter  of  practice  for 
CMS  to  scrutinize  all  of  its  aspects, 
including  the  data  sources  that  are  used 
to  construct  it,  the  selection  of  its 
exhaustive  and  mutually  exclusive  cost 
categories,  the  weights  associated  with 
those  categories,  and  the  price  proxies 
that  are  applied.  We  are  revising  the 
hospital  market  basket  to  make 
technical  improvements  that  we  believe 
results  in  more  accurate  payment 
updates. 

We  believe  that  revising  four  new 
price  proxies  for  existing  cost  categories 
and  including  three  additional  price 
proxies  for  the  new  cost  categories  in 
the  FY  2006-based  hospital  market 
basket  represents  a  significant  technical 
improvement  to  the  market  basket. 

As  many  of  the  commenters  stated, 
we  proposed  (and  are  adopting  as  final) 
a  new  blended  chemical  price  proxy  for 
the  Chemicals  cost  weight  in  the  FY 
2006-based  IPPS  market  basket.  The  FY 
2002-based  IPPS  market  basket  used  the 
PPI  for  industrial  chemicals  (WPI061)  to 
proxy  the  chemicals  cost  category.  In 
evaluating  the  technical  merit  of  the 
continuing  use  of  that  proxy,  we 
compared  the  2002  BEA  Benchmark  I- 
O  expenditure  weights  with  the 
composition  of  the  PPI  for  industrial 
chemicals.  Using  a  commodity-to- 


industry  crosswalk,  we  were  able  to 
identify  the  industry  expenses  classified 
by  North  American  Industrial 
Classification  System  (NAICS)  that 
comprise  the  commodity-based  PPI  for 
industrial  chemicals. 

We  found  that  the  relative  PPI  weights 
for  each  of  the  NAICS  expense 
categories  were  not  always  consistent 
with  the  expense  weights  for  the 
hospital  industry,  as  indicated  by  the 
2002  Benchmark  1-0  data.  For  example, 
hospital  spending  for  NAICS  325120 
(Industrial  Gas  Manufacturing) — the 
hospital  industry’s  largest  chemical 
expense  category  (accounting  for  29 
percent  of  the  hospital  industry’s  total 
chemical  expenses) — is  not  found  in  the 
PPI  for  industrial  chemicals.  In 
addition,  hospital  spending  attributable 
to  NAICS  325190  (Other  Basic  Organic 
Chemical  Manufacturing)  accounts  for 
just  26  percent  of  the  hospital  industry’s 
total  chemical  expenses.  However, 

NAICS  325190  accounts  for  41  percent 
of  the  PPI  for  industrial  chemicals. 

Given  these  findings,  we  proposed 
using  a  blended  chemical  price  index 
that  reflects  the  relative  weights  of  the 
hospital  industry’s  chemical  expenses 
as  indicated  by  the  2002  Benchmark  I- 
O  data.  This  blended  index  is  composed 
of  the  PPI  for  industrial  gases  (NAICS 
325120),  the  PPI  for  other  basic 
inorganic  chemical  manufacturing 
(NAICS  325180),  the  PPI  for  other  basic 
organic  chemical  manufacturing  (NAICS 
325190),  and  the  PPI  for  soap  and 
cleaning  compound  manufacturing 
(NAICS  325610).  The  expenses  for  these 
NAICS  industries  account  for 
approximately  90  percent  of  the  hospital 
industry’s  chemical  expenses,  excluding 
NAICS  324110 — Petroleum  Refineries, 
which  we  proposed  to  include  with 
other  petroleum-related  expenses 
classified  in  the  fuel,  oil,  and  gas  cost 
category.  We  believe  this  new  blended 
proxy  represents  a  more  accurate 
reflection  of  the  price  pressures 
^associated  with  hospital  chemical 
expenses. 

With  respect  to  the  state  of  the 
economy,  we  are  attentive  to  the  recent 
downturn  and  the  fact  that  this  year’s 
update  is  lower  relative  to  historical 
market  basket  updates.  We  also 
recognize  the  commenters’  uncertainty 
regarding  future  inflationary  pressures, 
given  the  activities  undertaken  in  the 
last  several  months  to  aid  the  economy. 
However,  the  most  recent  forecast  of  the 
rebased  and  revised  FY  2006-based  IPPS 
market  basket  FY  2010  update  factor 
reflects  the  current  expectations 
regarding  the  performance  of  the 
economy  during  FY  2010,  including  the 
inflation  expectations  associated  with 
the  economic  stimulus  plans.  Moreover, 
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this  forecast  also  reflects  our  most 
recent  expectations  regarding  price 
pressures  associated  with  the  labor 
market  for  hospital  workers. 

Comment:  One  commenter  stated  that 
CMS’  proposal  to  rebase  and  revise  the 
market  basket  appears  to  be  directed  at 
reducing  the  rate  of  increase  in  future 
market  basket  increases. 

Response:  When  selecting  the  price 
proxies  for  the  IPPS  market  basket,  we 
do  not  evaluate  the  resulting  market 
basket  update  as  a  criterion  in  selecting 
these  proxies,  but  rather  choose  the 
most  technically  appropriate  measures 
of  the  price  pressures  faced  by  the 
hospital  industry.  We  believe  the 


proxies  that  were  articulated  in  the  FY 
2010  proposed  rule  reflect  that 
approach. 

Comment:  Several  commenters 
supported  CMS’  proposed  use  of  the  PPI 
for  blood  and  organ  banks  for  measuring 
changes  in  the  cost  of  blood  and  blood 
products.  The  commenters  expressed 
appreciation  for  CMS’  responsiveness  to 
the  need  for  greater  accuracy  in  the 
calculation  of  price  changes  attributable 
to  blood  and  blood  products  in  the  IPPS 
market  basket. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposed 
price  proxy  for  the  blood  and  blood 
products  cost  category.  We  agree  with 


the  commenters  that  the 
implementation  of  this  price  proxy 
represents  a  technical  improvement  to 
the  IPPS  market  basket. 

After  consideration  of  the  public 
comments  received,  we  are  adopting  as 
final  the  price  proxies  that  we  proposed 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24155-24159). 

Chart  2  sets  forth  the  FY  2006-based 
IPPS  market  basket,  including  cost 
categories,  weights,  and  price  proxies. 
For  comparison  purposes,  the 
corresponding  FY  2002-based  IPPS 
market  basket  is  listed  as  well.  A 
summary  outlining  the  choice  of  the 
various  proxies  follows  the  chart. 


Chart  2— FY  2006-Based  IPPS  Hospital  Market-Basket  Cost  Categories,  Weights,  and  Price  Proxies  With 
FY  2002-Based  IPPS  Market  Basket  Included  for  Comparison 


Cost  Categories 

FY 

2002-based 
hospital  mar¬ 
ket  basket 
cost  weights 

Rebased  FY 
2006-based 
hospital  mar¬ 
ket  basket 
cost  weights 

Rebased  FY  2006-based  hospital  market  basket  price 
proxies 

1.  Compensation  . . 

59.993 

59.627 

A.  Wages  and  Salaries 1  . 

48.171 

47.213 

ECI  for  Wages  and  Salaries,  Civilian  Hospital  Work- 

B.  Employee  Benefits 1  . 

11.822 

12.414 

ECI  for  Benefits,  Civilian  Hospital  Workers. 

2.  Utilities  . .\ . 

1.251 

2.180 

A.  Fuel,  Oil,  and  Gasoline . 

0.206 

0.418 

PPI  for  Petroleum  Refineries. 

B.  Electricity . 

0.669 

1.645 

PPI  for  Commercial  Electric  Power. 

C.  Water  and  Sewage . 

0.376 

0.117 

CPI-U  for  Water  &  Sewerage  Maintenance. 

3.  Professional  Liability  Insurance . 

1.589 

1.661 

CMS  Professional  Liability  Insurance  Premium  Index. 

4.  All  Other  . . . 

37.167 

36.533 

A.  All  Other  Products  . 

20.336 

19.473 

(1.)  Pharmaceuticals  . 

5.855 

5.380 

PPI  for  Pharmaceutical  Preparations  (Prescriptions). 

(2.)  Food:  Direct  Purchases  . 

1.664 

3.982 

PPI  for  Processed  Foods  &  Feeds. 

(3.)  Food:  Contract  Sen/ices  . 

1.180 

0.575 

CPI-U  for  Food  Away  From  Home. 

(4.)  Chemicals2  . : 

2.096 

1.538 

Blend  of  Chemical  PPIs. 

(5.)  Blood  and  Blood  Products3 . 

1.078 

PPI  for  Blood  and  Organ  Banks. 

(6.)  Medical  Instruments . 

1.932 

2.762 

PPI  for  Medical,  Surgical,  and  Personal  Aid  Devices. 

(7.)  Photographic  Supplies . 

0.183 

I  (8.)  Rubber  and  Plastics  . 

2.004 

1.659 

PPI  for  Rubber  &  Plastic  Products. 

(9.)  Paper  and  Printing  Products  . 

1.905 

1.492 

PPI  for  Converted  Paper  &  Paperboard  Products. 

(10.)  Apparel . 

0.394 

0.325 

PPI  for  Apparel. 

(1 1 .)  Machinery  and  Equipment  . 

0.565 

0.163 

PPI  for  Machinery  &  Equipment. 

(12.)  Miscellaneous  Products3 . 

2.558 

0.519 

PPI  for  Finished  Goods  Less  Food  and  Energy. 

B.  Labor-related  Services . 

9.738 

9.175 

(1.)  Professional  Fees:  Labor-related 4  . 

5.510 

5.356 

ECI  for  Compensation  for  Professional  and  Related 

Occupations. 

(2.)  Administrative  and  Business  Support  Serv- 

n/a 

0.626 

ECI  for  Compensation  for  Office  and  Administrative 

ices  5. 

Services. 

(3.)  All  Other:  Labor-Related  Services  5 . 

4.228 

3.193 

ECI  for  Compensation  for  Private  Service  Occupa- 

tions. 

C.  Nonlabor-Related  Services . 

7.093 

7.885 

(1.)  Professional  Fees:  Nonlabor-Related 4  . 

n/a 

4.074 

ECI  for  Compensation  for  Professional  and  Related 

Occupations. 

(2.)  Financial  Services6  . 

n/a 

1.281 

ECI  for  Compensation  for  Financial  Activities. 

(3.)  Telephone  Services  . 

0.458 

0.627 

CPI-U  for  Telephone  Services. 

(4.)  Postage . 

1.300 

0.963 

CPI-U  for  Postage. 

(5.)  All  Other:  Nonlabor-Related  Services  6  . 

5.335 

0.940 

CPI-U  for  All  Items  Less  Food  and  Energy. 

Total . 

100.000 

100.000 

Note:  Detail  may  riot  add  to  total  due  to  rounding. 

1  Contract  labor  is  distributed  to  wages  and  salaries  and  employee  benefits  based  on  the  share  of  total  compensation  that  each  category  rep¬ 
resents. 

2  To  proxy  the  “chemicals"  cost  category,  we  used  a  blended  PPI  composed  of  the  PPI  for  industrial  gases,  the  PPI  for  other  basic  inorganic 
chemical  manufacturing,  the  PPI  for  other  basic  organic  chemical  manufacturing,  and  the  PPI  for  soap  and  cleaning  compound  manufacturing. 
For  more  detail  about  this  proxy,  see  section  IV.B.3.j.  of  the  preamble  of  this  final  rule. 

3  The  “blood  and  blood  products”  cost  category  was  contained  within  “miscellaneous  products”  cost  category  in  the  FY  2002-based  IPPS  mar¬ 
ket  basket. 
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4  The  “professional  fees:  Labor-related"  and  “professional  fees:  Nonlabor-related"  cost  categories  were  included  in  one  cost  category  called 
“professional  fees”  in  the  FY  2002-based  IPPS  market  basket.  For  more  detail  about  how  these  new  categories  were  derived,  we  refer  readers 
to  sections  IV.B.3.S.  and  v.  of  the  preamble  of  this  final  rule,  on  the  labor-related  share. 

5  The  “administrative  and  business  support  services”  cost  category  was  contained  within  “all  other:  Labor-intensive  services”  cost  category  in 
the  FY  2002-based  IPPS  market  basket.  The  “all  other:  Labor-intensive  services”  cost  category  is  renamed  the  “all  other:  Labor-related  serv¬ 
ices”  cost  category  for  the  FY  2006-based  IPPS  market  basket. 

6  The  “financial  services”  cost  category  was  contained  within,  the  “all  other  Non-labor  intensive  services”  cost  category  in  the  FY  2002-based 
IPPS  market  basket.  The  “all  other:  Nonlabor  intensive  services”  cost  category  is  renamed  the  “all  other:  Nonlabor-related  services”  cost  cat¬ 
egory  for  the  FY  2006-based  IPPS  market  basket. 


As  we  proposed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24156  through  24159),  for  this  final 
rule,  we  use  the  following  choices  with  . 
respect  to  the  various  proxies: 

a.  Wages  and  Salaries 

We  use  the  ECI  for  wages  and  salaries 
for  hospital  workers  (all  civilian)  (series 
code  #CIU10262 200000001)  to  measure 
the  price  growth  of  this  cost  category. 
This  same  proxy  was  used  in  the  FY 
2002-based  IPPS  market  basket. 

b.  Employee  Benefits 

We  use  the  ECI  for  employee  benefits 
for  hospital  workers  (all  civilian)  to 
measure  the  price  growth  of  this  cost 
category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

c.  Fuel,  Oil,  and  Gasoline 

For  the  FY  2002-based  market  basket, 
this  category  only  included  expenses 
classified  under  North  American 
Industry  Classification  System  (NAICS) 
21  (Mining).  We  proxied  this  category 
using  the  PPI  for  commercial  natural  gas 
(series  code  #WPU0552).  For  the  FY 
2006-based  market  basket,  we  add  costs 
to  this  category  that  had  previously  been 
grouped  in  other  categories.  The  added 
costs  include  petroleum-related 
expenses  under  NAICS  324110 
(previously  captured  in  the 
miscellaneous  category),  as  well  as 
petrochemical  manufacturing  classified 
under  NAICS  325110  (previously 
captured  in  the  chemicals  category). 
These  added  costs  represent  80  percent 
of  the  hospital  industry’s  fuel,  oil,  and 
gasoline  expenses  (or  80  percent  of  this 
category).  Because  the  majority  of  the 
industry’s  fuel,  oil,  and  gasoline 


expenses  originate  from  petroleum 
refineries  (NAICS  324110),  we  use  the 
PPI  for  petroleum  refineries  (series  code 
#PCU324110)  as  the  proxy  for  this  cost 
category. 

d.  Electricity 

We  use  the  PPI  for  commercial 
electric  power  (series  code  #WPU0542) 
to  measure  the  price  growth  of  this  cost 
category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

e.  Water  and  Sewage 

We  use  the  CPI  for  water  and 
sewerage  maintenance  (all  urban 
consumers)  (series  code 
#CUURO000SEHG01)  to  measure  the 
price  growth  of  this  cost  category.  This 
same  proxy  was  used  in  the  FY  2002- 
based  IPPS  market  basket. 

f.  Professional  Liability  Insurance 

We  proxy  price  changes  in  hospital 
professional  liability  insurance 
premiums  (PLI)  using  percentage 
changes  as  estimated  by  the  CMS 
Hospital  Professional  Liability  Index.  To 
generate  these  estimates,  we  collect 
commercial  insurance  premiums  for  a 
fixed  level  of  coverage  while  holding 
nonprice  factors  constant  (such  as  a 
change  in  the  level  of  coverage).  This 
method  also  is  used  to  proxy  PLI  price 
changes  in  the  Medicare  Economic 
Index  (68  FR  63244).  This  same  proxy 
was  used  in  the  FY  2002-based  IPPS 
market  basket. 

g.  Pharmaceuticals 

We  use  the  PPI  for  pharmaceutical 
preparations  (prescription)  (series  code 
#PCU32541DRX)  to  measure  the  price 
growth  of  this  cost  category.  This  is  a 


special  index  produced  by  BLS  and  is 
the  same  proxy  used  in  the  FY  2002- 
based  IPPS  market  basket. 

h.  Food:  Direct  Purchases 

We  use  the  PPI  for  processed  foods 
and  feeds  (series  code  #WPU02)  to 
measure  the  price  growth  of  this  cost 
category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

i.  Food:  Contract  Services 

We  use  the  CPI  for  food  away  from 
home  (all  urban  consumers)  (series  code 
#CUUR0000SEFV)  to  measure  the  price 
growth  of  this  cost  category.  This  same 
proxy  was  used  in  the  FY  2002-based 
IPPS  market  basket. 

j.  Chemicals 

We  use  a  blended  PPI  composed  of 
the  PPI  for  industrial  gases  (NAICS 
325120),  the  PPI  for  other  basic 
inorganic  chemical  manufacturing  , 
(NAICS  325180),  the  PPI  for  other  basic 
organic  chemical  manufacturing  (NAICS 
325190),  and  the  PPI  for  soap  and 
cleaning  compound  manufacturing 
(NAICS  325610).  Using  the  2002 
Benchmark  1-0  data,  we  found  that 
these  NAICS  industries  accounted  for 
approximately  90  percent  of  the  hospital 
industry’s  chemical  expenses. 

Therefore,  we  use  this  blended  index 
because  we  believe  its  composition 
better  reflects  the  composition  of  the 
purchasing  patterns  of  hospitals  than 
does  the  PPI  for  industrial  chemicals 
(series  code  #WPU061),  the  proxy  used 
in  the  FY  2002-based  IPPS  market 
basket.  Chart  3  below  shows  the  weights 
for  each  of  the  four  PPIs  used  to  create  . 
the  blended  PPI,  which  we  determined 
using  the  2002  Benchmark  1-0  data. 


Chart  3— Blended  Chemical  PPI  Weights 


:  | 

’  Name 

Weights 
(in  percent) 

NAICS 

PPI  for  Industrial  Gases  . . 

35 

325120 

PPI  for  Other  Basic  Inorganic  Chemical  Manufacturing  . 

25 

325180 

PPI  for  Other  Basic  Organic  Chemical  Manufacturing . 

30 

325190 

PPI  for  Soap  and  Cleaning  Compound  Manufacturing . 

10 

325610 

k.  Blood  and  Blood  Products 

In  the  FY  2002-based  IPPS  market 
basket,  we  classified  blood  and  blood 


products  into  the  miscellaneous 
products  category  and  used  the  PPI  for 
finished  goods  less  food  and  energy  to 
proxy  the  price  changes  associated  with 


these  expenses.  At  the  time  of  the 
rebasing  of  the  FY  2002-based  IPPS 
market  basket,  we  noticed  an  apparent 
divergence  between  the  PPI  for  blood 
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and  blood  derivatives,  the  price  proxy 
used  in  the  FY  1997-based  IPPS  market 
basket,  and  blood  costs  faced  by 
hospitals  over  the  recent  time  period.  A 
thorough  discussion  of  this  analysis  is 
found  in  the  FY  2006  IPPS  final  rule  (70 
FR  47390). 

Since  the  last  rebasing  of  the  market 
basket,  BLS  began  collecting  data  and 
publishing  an  industry  PPI  for  blood 
and  organ  banks  (NAICS  621991).  For 
the  FY  2006-based  IPPS  market  basket, 
as  we  proposed,  we  incorporate  this 
series  (series  code  #PCU621991)  into  the 
market  basket  and  use  it  to  proxy  the 
blood  and  blood  products  cost  category. 

1.  Medical  Instruments 

We  use  the  PPI  for  medical,  surgical, 
and  personal  aid  devices  (series  code 
#WPU156)  to  measure  the  price  growth 
of  this  cost  category.  In  the  1997 
Benchmark  1-0  data,  approximately  half 
of  the  expenses  classified  in  this 
category  were  for  surgical  and  medical 
instruments.  Thus,  we  used  the  PPI  for 
surgical  and  medical  instruments  and 
equipment  (series  code  #WPU1562)  to 
proxy  this  category  in  the  FY  2002- 
based  IPPS  market  basket.  The  2002 
Benchmark  1-0  data  show  that  this 
category  now  represents  only  33  percent 
of  these  expenses  and  the  largest 
expense  category  is  surgical  appliance 
and  supplies  manufacturing 
(corresponding  to  series  code 
#WPU1563).  Due  to  this  reallocation  of 
costs  over  time,  we  are  changing  the 
price  proxy  for  this  cost  category'  to  the 
more  aggregated  PPI  for  medical, 
surgical,  and  personal  aid  devices. 

m.  Photographic  Supplies 

We  are  eliminating  the  cost  category 
specific  to  photographic  supplies  for  the 
proposed  FY  2006-based  IPPS  market 
basket.  These  costs  will  now  be 
included  in  the  chemicals  cost  category 
because  the  costs  are  presently  reported 
as  all  other  chemical  products.  Notably, 
although  we  are  eliminating  the  specific 
cost  category,  these  costs  will  still  be 
accounted  for  within  the  IPPS  market 
basket. 

n.  Rubber  and  Plastics 

We  use  the  PPI  for  rubber  and  plastic 
products  (series  code  #WPU07)  to 
measure  price  growth  of  this  cost 
category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

o.  Paper  and  Printing  Products 

We  use  the  PPI  for  converted  paper 
and  paperboard  products  (series  code 
#WPU0915)  to  measure  the  price  growth 


of  this  cost  category.  This  same  proxy 
was  used  in  the  FY  2002-based  IPPS 
market  basket. 

p.  Apparel 

We  use  the  PPI  for  apparel  (series 
code  #WPU0381)  to  measure  the  price 
growth  of  this  cost  category.  This  same 
proxy  was  used  in  the  FY  2002-based 
IPPS  market  basket. 

q.  Machinery  and  Equipment 

We  use  the  PPI  for  machinery  and 
equipment  (series  code  #WPU11)  to 
measure  the  price  growth  of  this  cost 
category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

r.  Miscellaneous  Products 

We  use  the  PPI  for  finished  goods  less 
food  and  energy  (series  code 
#WPUSOP3500)  to  measure  the  price 
growth  of  this  cost  category.  Using  this 
index  removes  the  double-counting  of 
food  and  energy  prices,  which  are 
already  captured  elsewhere  in  the 
market  basket.  This  same  proxy  was 
used  in  the  FY  2002-based  IPPS  market 
basket. 

s.  Professional  Fees:  Labor-Related 
We  use  the  ECI  for  compensation  for 

professional  and  related  occupations 
(private  industry)  (series  code 
#CIS20200001 200001)  to  measure  the 
price  growth  of  this  category.  It  includes 
occupations  such  as  legal,  accounting, 
and  engineering  services.  This  same 
proxy  was  used  in  the  FY  2002-based 
IPPS  market  basket. 

t.  Administrative  and  Business  Support 
Services 

We  use  the  ECI  for  compensation  for 
office  and  administrative  support 
services  (private  industry)  (series  code 
#CIU201 00002200001)  to  measure  the 
price  growth  of  this  category.  Previously 
these  costs  were  included  in  the  “all 
other:  labor-intensive  cost”  category 
(now  renamed  the  “all  other:  labor- 
related  cost”  category),  and  were 
proxied  by  the  ECI  for  Compensation  for 
service  occupations.  We  believe  that 
this  compensation  index  better  reflects 
the  changing  price  of  labor  associated 
with  the  provision  of  administrative 
services  and  its  incorporation  represents 
a  technical  improvement  to  the  market 
basket. 

u.  All  Other:  Labor-Related  Services 

We  use  the  ECI  for  compensation  for 
service  occupations  (private  industry) 
(series  code  #CIU201 00003000001)  to 
measure  the  price  growth  of  this  cost 


category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

v.  Professional  Fees:  Nonlabor-Related 

We  use  the  ECI  for  compensation  for 
professional  and  related  occupations 
(private  industry)  (series  code 
#CIS20200001 200001)  to  measure  the 
price  growth  of  this  category.  This  is  the 
same  price  proxy  that  we  use  for  the 
professional  fees:  labor-related  cost 
category. 

w.  Financial  Services 

We  use  the  ECI  for  compensation  for 
financial  activities  (private  industry) 
(series  code  #CIU201520A000000I)  to 
measure  the  price  growth  of  this  cost 
category.  Previously  these  costs  were 
included  in  the  “all  other:  nonlabor¬ 
intensive  cost”  category  (now  renamed 
the  “all  other:  nonlabor-related  cost” 
category),  and  were  proxied  by  the  CPI 
for  all  items.  We  believe  that  this 
compensation  index  better  reflects  the 
changing  price  of  labor  associated  with 
the  provision  of  financial  services  and 
its  incorporation  represents  a  technical 
improvement  to  the  market  basket. 

x.  Telephone  Services 

We  use  the  CPI  for  telephone  services 
(series  code  #CUUR0000SEED)  to 
measure  the  price  growth  of  this  cost 
category.  This  same  proxy  was  used  in 
the  FY  2002-based  IPPS  market  basket. 

y.  Postage 

We  use  the  CPI  for  postage  (series 
code  #CUUR0000SEEC01)  to  measure 
the  price  growth  of  this  cost  Category. 
This  same  proxy  was  used  in  the  FY 
2002-based  IPPS  market  basket. 

z.  All  Other:  Nonlabor-Related  Services 

We  use  the  CPI  for  all  items  less  food 
and  energy  (series  code 
#CUUR0000SAOLlE)  to  measure  the 
price  growth  of  this  cost  category. 
Previously  these  costs  were  proxied  by 
the  CPI  for  all  items  in  the  FY  2002- 
based  IPPS  market  basket.  We  believe 
that  using  the  CPI  for  all  items  less  food 
and  energy  will  remove  any  douhle- 
counting  of  food  and  energy  prices, 
which  are  already  captured  elsewhere  in 
the  market  basket.  Consequently,  we 
believe  that  the  incorporation  of  this 
proxy  represents  a  technical 
improvement  to  the  market  basket. 

Chart  4  compares  both  the  historical 
and  forecasted  percent  changes  in  the 
FY  2002-based  IPPS  market  basket  and 
the  FY  2006-based  IPPS  market  basket. 
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Chart  4— FY  2002-Based  and  FY  2006-Based  Prospective  Payment  Hospital  Operating  Index  Percent 

Change,  FY  2004  Through  FY  2012 


Fiscal  year  (FY) 

FY  2002-based 
IPPS  market 
basket  operating 
index  percent 
change 

FY  2006-based 
IPPS  market 
basket  operating 
index  percent 
change 

Historical  data:  - 

FY  2004  . 

4.0 

4.0 

FY  2005  . 

4.3 

3.9 

FY  2006  . 

4.3 

FY  2007  . . . 

3.4 

3.6 

FY  2008  . 

4.3 

4.0 

Average  FYs  2004-2008  . 

4.1 

3.9 

Forecast: 

FY  2009  . :... 

2.1 

2.6 

FY  2010  . 

2.3 

2.1 

FY  201 1  . 

2.8 

2.7 

FY  2012  . 

3.0 

2.9 

Average  FYs  2009-2012  . 

2.6 

2.6 

Source:  IHS  Global  Insight,  Inc.,  2nd  Quarter  2009,  USMACRO/CONTROL0609@CISSIM/TL0509.SIM. 


The  differences  between  the  FY  2002- 
based  and  the  FY  2006-based  IPPS 
market  basket  increases  are  mostly 
stemming  from  the  revision  the  proxy 
used  for  the  chemicals  cost  category.  As 
stated  earlier,  we  are  adopting  a  blended 
chemical  index  that  is  comprised  of  four 
industry-based  chemical  price  proxies 
that  represent  approximately  90  percent 
of  the  hospital  industry’s  chemical 
expenses.  The  FY  2002-based  IPPS 
market  basket  used  the  PPI  for  industrial 
chemicals.  The  PPI  for  industrial 
chemicals  attributes  more  weight  to 
direct  petroleum  expenses,  which  is  not 
consistent  with  a  hospital’s  most  recent 
purchasing  pattern  according  to  the 
2002  Benchmark  1-0  data.  The  lower 
weight  for  direct  petroleum  expenses  in 
the  blended  chemical  index  results  in 
less  volatile  price  movements.  We 
believe  the  blended  index  represents  a 
technical  improvement  because  it  better 
reflects  the  purchasing  patterns  of 
hospitals. 

Also  contributing  to  the  differences 
between  the  FY  2002-based  and  the  FY 
2006-based  IPPS  market  basket 
increases  is  the  larger  weight  associated 
with  the  professional  fees  category.  In 
both  market  baskets,  these  expenditures 
are  proxied  by  the  ECI  for  compensation 
for  professional  and  related  services. 

The  weight  for  professional  fees  in  the 
FY  2002rbased  IPPS  market  basket  is  5.5 
percent  compared  to  9.4  percent  in  the 
FY  2006-based  IPPS  market  basket. 

4.  Labor-Related  Share 

Under  section  1886(d)(3)(E)  of  the 
Act,  the  Secretary  estimates  from  time  to 
time  the  proportion  of  payments  that  are 
labor-related.  “The  Secretary  shall 
adjust  the  proportion  (as  estimated  by 
the  Secretary  from  time  to  time)  of 


hospitals’  costs  which  are  attributable  to 
wages  and  wage-related  costs  of  the 
DRG  prospective  payment  rates  *  * 

We  refer  to  the  proportion  of  hospitals’ 
costs  that  are  attributable  to  wages  and 
wage-related  costs  as  the  “labor-related 
share,” 

The  labor-related  share  is  used  to 
determine  the  proportion  of  the  national 
PPS  base  payment  rate  to  which  the  area 
wage  index  is  applied.  We  include  a 
cost  category  in  the  labor-related  share 
if  the  costs  are  labor  intensive  and  vary 
with  the  local  labor  market.  Given  this, 
as  we  proposed,  we  are  including  in  the 
labor-related  share  the  national  average 
proportion  of  operating  costs  that  are 
attributable  to  wages  and  salaries, 
employee  benefits,  contract  labor,  the 
labor-related  portion  of  professional 
fees,  administrative  and  business 
support  services,  and  all  other:  labor- 
related  services  (previously  referred  to 
in  the  FY  2002-based  IPPS  market 
basket  as  labor-intensive)  (74  FR  24159). 
Consistent  with  previous  rebasings,  the 
“all  other:  labor-related  services”  cost 
category  is  mostly  comprised  of 
building  maintenance  and  security 
services  (including,  but  not  limited  to, 
commercial  and  industrial  machinery 
and  equipment  repair,  nonresidential 
maintenance  and  repair,  and 
investigation  and  security  services). 
Because  these  services  tend  to  be  labor- 
intensive  and  are  mostly  performed  at 
the  hospital  facility  (and,  therefore, 
unlikely  to  be  purchased  in  the  national 
market),  we  believe  that  they  meet  our 
definition  of  labor-related  services. 

For  the  rebasing  of  the  FY  2002-based 
IPPS  market  basket  in  the  FY  2006  IPPS 
final  rule,  we  included  in  the  labor- 
related  share  the  national  average 
proportion  of  operating  costs  that  are 


attributable  to  wages  and  salaries, 
employee  benefits,  contract  labor, 
professional  fees,  and  labor-intensive 
services  (70  FR  47393).  For  the  FY  2006- 
based  IPPS  market  basket  rebasing,  the 
inclusion  of  the  administrative  and 
business  support  services  cost  category 
into  the  labor-related  share  remains 
consistent  with  the  current  labor-related 
share  because  this  cost  category  was 
previously  included  in  the  labor- 
intensive  cost  category.  As  previously 
stated,  we  are  establishing  a  separate 
administrative  and  business  support 
service  cost  category  so  that  we  can  use 
the  ECI  for  compensation  for  office  and 
administrative  support  services  to  more 
precisely  proxy  these  specific  expenses. 

For  the  FY  2002-based  EPPS  market 
basket,  we  assumed  that  all  nonmedical 
professional  services  (including 
accounting  and  auditing  services, 
engineering  services,  legal  services,  and 
management  and  consulting  services) 
were  purchased  in  the  local  labor 
market  and,  therefore,  all  of  their 
associated  fees  varied  with  the  local 
labor  market.  As  a  result,  we  previously 
included  100  percent  of  these  costs  in 
the  labor-related  share.  In  an  effort  to 
more  accurately  determine  the  share  of 
professional  fees  that  should  be 
included  in  the  labor-related  share,  we 
surveyed  hospitals  regarding  the 
proportion  of  those  fees  that  go  to 
companies  that  are  located  beyond  their 
own  local  labor  market  (the  results  are 
discussed  below). 

We  continue  to  look  for  ways  to  refine 
our  market  basket  approach  to  more 
accurately  account  for  the  proportion  of 
costs  influenced  by  the  local  labor 
market.  To  that  end,  we  conducted  a 
survey  of  hospitals  to  empirically 
determine  the  proportion  of  contracted 
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professional  services  purchased  by  the 
industry  that  are  attributable  to  local 
firms  and  the  proportion  that  are 
purchased  from  national  firms.  We 
notified  the  public  of  our  intent  to 
conduct  this  survey  on  December  9, 

2005  {70  FR  73250)  and  received  no 
comments  (71  FR  8588). 

With  approval  from  the  OMB,  we 
contacted  the  industry  and  received 
responses  to  our  survey  from  108 
hospitals.  Using  data  on  FTEs  to  allocate 
responding  hospitals  across  strata 
(region  of  the  country  and  urban/rural 
status),  we  calculated  poststratification 
weights.  Based  on  these  weighted 
results,  we  determined  that  hospitals 
purchase,  on  average,  the  following 
portions  of  contracted  professional 
services  outside  of  their  local  labor 
market: 

•  34  percent  of  accounting  and 
auditing  services; 

•  30  percent  of  engineering  services; 

•  33  percent  of  legal  services;  and 

•  42  percent  of  management 
consulting  services. 

We  applied  each  of  these  percentages 
to  its  respective  Benchmark  1-0  cost 
category  underlying  the  professional 
fees  cost  category.  This  is  the 
methodology  that  we  used  to  separate 
the  FY  2006-based  IPPS  market  basket 
professional  fees  category  into 
professional  fees:  Labor-related  and 
professional  fees:  Nonlabor-related  cost 
categories.  In  addition  to  the 
professional  services  listed  above,  we 
also  classified  expenses  under  NAICS 
55,  Management  of  Companies  and 
Enterprises,  into  the  professional  fees 
cost  category  as  was  done  in  previous 
rebasings.  The  NAICS  55  data  are 
mostly  comprised  of  corporate, 
subsidiary,  and  regional  managing 
offices,  or  otherwise  referred  to  as  home 
offices.  Formerly,  all  of  the  expenses 
within  this  category  were  considered  to 
vary  with,  or  be  influenced  by,  the  local 
labor  market  and  were  thus  included  in 
the  labor-related  share.  Because  many 
hospitals  are  not  located  in  the  same 
geographic  area  as  their  home  office,  we 
analyzed  data  from  a  variety  of  sources 
in  order  to  determine  what  proportion 
of  these  costs  should  be  appropriately 
included  in  the  labor-related  share. 

Comment:  Several  commenters 
disagreed  with  the  proposed 
methodology  to  apportion  home  offices 
costs  into  the  labor-related  share. 

Response:  Our  proposed  methodology 
was  primarily  based  on  data  from  the 
Medicare  cost  reports,  as  well  as  a  CMS 
database  of  Home  Office  Medicare 
Records  (HOMER)  (a  database  that 
provides  city  and  state  information 
(addresses)  for  home  offices).  The 
Medicare  cost  report  requires  hospitals 


to  report  their  home  office  provider 
numbers.  Using  the  HOMER  database  to 
determine  the  home  office  location  for 
each  home  office  provider  number,  we 
compared  the  location  of  the  hospital 
with  the  location  of  the  hospital’s  home 
office.  We  then  proposed  to  determine 
the  proportion  of  costs  that  should  be 
allocated  to  the  labor-related  share 
based  on  the  percent  of  hospitals  that 
had  home  offices  located  in  their 
respective  local  labor  markets — defined 
as  being  in  the  same  MSA.  Using  this 
proposed  methodology,  we  had 
determined  that  27  percent  of  hospitals 
that  had  home  offices  had  those  home 
offices  located  in  their  respective  local 
labor  markets,  and  therefore,  we 
proposed  to  allocate  27  percent  of 
NAICS  55  expenses  to  the  labor-related 
share. 

In  response  to  the  public  comments 
submitted,  we  have  revisited  the  home 
office  cost  allocation  method  and 
determined  that  a  revision  of  the 
approach  is  appropriate.  As  an 
alternative  to  using  provider  counts 
(where  each  provider  counts  fevenly)  as 
the  means  by  which  home  office  costs 
are  apportioned  to  the  labor-related 
share,  or  deemed  nonlabor-related,  for 
this  final  rule,  we  are  weighting  the 
providers  by  home  office  compensation 
costs  as  reported  in  Worksheet  S-3,  part 
II,  line  11  of  the  hospital  MCR.  (The 
Medicare  cost  report  includes,  but  does 
not  explicitly  itemize,  all  home  office 
costs.  However,  it  does  contain  a  line 
item  for  home  office  compensation 
costs.)  We  believe  that  this  revised 
methodology  of  weighting  the  providers 
based  on  home  office  compensation 
costs  provides  a  more  technically 
appropriate  estimate  of  the  proportion 
of  NAICS  55  expenses  that  should  be 
allocated  to  the  labor-related  share. 

As  proposed,  we  are  still  continuing 
to  use  the  same  data  sources  and 
methodology  to  determine  whether  a 
hospital’s  home  office  is  located  in  their 
respective  MSA.  Once  we  determined 
whether  the  hospital’s  home  office  is 
located  in  their  respective  MSA,  we 
used  additional  data  on  home  office 
compensation  costs  from  the  Medicare 
cost  report  to  assign  weights  to  the 
providers.  Using  this  revised 
methodology,  we  determined  that  57 
percent  of  hospitals’  home  office  costs 
are  paid  into  their  respective  local  labor 
markets — defined  as  being  in  the  same 
MSA. 

As  was  published  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24159  through  24161),  below  is 
a  more  detailed  explanation  on  our 
methodology  used  to  determine  whether 
a  hospital’s  home  office  was  located  in 
their  respective  MSA.  In  addition  to  the 


number  of  providers  that  appeared  in 
the  proposed  rule,  we  have  also 
included  our  weighted  results. 

The  Medicare  cost  report  requires 
hospitals  to  report  their  home  office 
provider  numbers.  Using  the  HOMER 
database  to  determine  the  home  office, 
location  for  each  home  office  provider 
number,  we  compared  the  location  of 
the  hospital  with  the  location  of  the 
hospital’s  home  office.  We  then  placed 
hospitals  into  one  of  the  following  three 
groups: 

•  Group  1 — Hospital  and  home  office 
are  located  in  different  States; 

•  Group  2 — Hospital  and  home  office 
are  located  in  the  same  State  and  same 
city;  and  ' 

•  Group  3 — Hospital  and  home  office 
are  located  in  the  same  State  and 
different  city. 

We  found  that  59  percent  of  the 
hospitals  with  home  offices  (34  percent 
of  total  home  office  compensation  costs 
for  hospitals  with  home  offices)  were 
classified  into  Group  1  (that  is,  different 
State)  and,  thus,  these  hospitals  were 
determined  to  not  be  located  in  the 
same  local  labor  market  as  their  home 
office. 

We  found  that  12  percent  of  all 
hospitals  with  home  offices  (35  percent 
of  total  home  office  compensation  costs 
for  hospitals  with  home  offices)  were 
classified  into  Group  2  (that  is,  same 
State  and  same  city  and,  therefore,  the 
same  MSA).  Consequently,  these 
hospitals  were  determined  to  be  located 
in  the  same  local  labor  market  as  their 
home  offices. 

We  found  that  29  percent  of  all 
hospitals  with  home  offices  (30  percent 
of  total  home  office  compensation  costs 
for  hospitals  with  home  offices)  were 
classified  into  Group  3  (that  is,  same 
State  and  different  city).  Using  data 
from  the  Census  Bureau  to  determine 
the  specific  MSA  for  both  the  hospital 
and  its  home  office,  we  found  that  16 
percent  of  all  hospitals  with  home 
offices  (22  percent  of  total  home  office 
compensation  costs  for  hospitals  with 
home  offices)  were  identified  as  being  in 
the  same  State,  a  different  city,  but  the 
same  MSA. 

Pooling  these  results,  we  were  able  to 
determine  that  approximately  28 
percent  of  hospitals  with  home  offices 
(57  percent  of  total  home  office 
compensation  costs  for  hospitals  with 
home  offices)  had  home  offices  located 
within  their  local  labor  market  (that  is, 
12  percent  of  hospitals  with  home 
offices  (35  percent  of  total  home  office 
compensation  costs  for  hospitals  with 
home  offices)  had  their  home  offices  in 
the  same  State  and  city  (and,  thus,  the 
same  MSA),  and  16  percent  of  hospitals 
with  home  offices  (22  percent  of  total 
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home  office  compensation  costs  for 
hospitals  with  home  offices)  had  their 
home  offices  in  the  same  State,  a 
different  city,  but  the  same  MSA).  We 
note  that  due  to  data  anomalies 
associated  with  home  office 
compensation  cost  data  on  the  Medicare 
cost  report,  we  trimmed  the  data  and, 
thus,  the  number  of  providers  classified 
in  each  of  the  groups  is  slightly  different 
than  we  had  published  in  the  preposed 
regulation.  The  aforementioned  trim 
resulted  in  excluding  hospitals  whose 
home  office  costs  as  a  percent  of  total 
hospital  costs  were  in  the  top  and 
bottom  five  percent  of  that  ratio.  In  the 
proposed  rule,  we  had  determined  that 
27  percent  of  providers  had  a  home 
office  located  in  their  respective  MSA. 
Applying  our  trimming  method  resulted 
in  28  percent  of  providers  having  a 
home  office  located  in  their  respective 
MSA.  Therefore,  using  the  results  of  our 
weighting  methodology,  we  are 
classifying  57  percent  of  the  NAICS  55 
costs  into  the  professional  fees:  labor- 
related  cost  category  and  the  remaining 
43  percent  into  the  professional  fees:  - 
nonlabor-related  cost  category. 

Comment:  Several  commenters 
suggested  that  CMS  maintain  the  labor- 
related  share  from  the  FY  2002-based 
market  basket  (69.7  percent)  for 
hospitals  with  an  area  wage  index 
greater  than  1.0  until  a  statistically  valid 
approach  for  changing  the  labor-related 
share  can  be  implemented.  In  addition, 
some  commenters  stated  that,  although 
CMS  is  required  to  rebase  the  hospital 
market  basket,  the  proposal  to  revise  the 
labor-related  share  is  not  required  by 
statute  and,  thus,  represents  a 
discretionary  decision  by  CMS. 

Response:  As  a  matter  of  practice, 
CMS  typically  rebases  and  revises  the 
market  basket  and  the  labor-related 
share  simultaneously.  We  believe  that 
doing  so  results  in  a  more  technically 
accurate  market  basket  that  has  the 
effect  of  more  precisely  updating 
payments  to  Medicare’s  providers.  We 
believe  that  revising  the  labor-related 
share  is  based  on  empirical  research  and 
relies  on  more  recent  data,  representing 
a  technical  improvement  to  the 
construction  of  the  market  basket.  The 
methodology  relies,  in  part,  on  the 
results  of  a  survey  of  professional  fees 
that  was  nationally  representative  and 
inclusive  of  large,  urban-based  hospitals 
and  whose  results  were  estimated  using 
widely  accepted  survey  estimation 
techniques.  It  also  is  dependent  on  data 
from  the  Medicare  cost  reports  and  the 
HOMER  database  that  showed  43 
percent  of  total  home  office 
compensation  costs  for  hospitals  with 
home  offices  had  home  offices  located 
in  different  MSAs.  Therefore,  we 


disagree  with  the  commenter’s 
suggestion  to  continue  to  use  a  labor- 
related  share  of  69.7  percent. 

Comment:  Several  commenters 
disagreed  with  the  proposal  to  only 
allocate  a  portion  of  home  office  costs 
to  the  labor-related  share  based  on 
whether  these  costs  were  incurred  in  the 
local  labor  market.  One  commenter 
stated  that  it  is  generally  understood 
that  there  is  a  significant  degree  of 
correlation  between  the  location  of  a 
multihospital  system  and  the  geographic 
locations  of  its  member  hospitals.  All 
systems  except  the  limited  number  of 
truly  national  hospital  chains  tend  to  be 
clustered  in  subareas  of  the  country. 
Therefore,  the  commenters  claimed  that 
an  assumption  that  73  percent  of  home 
office  labor  costs  more  closely  resemble 
national  versus  regional  wage  patterns  is 
not  necessarily  supported  by  the 
methodology  CMS  proposed.  Second, 
the  commenter  stated  that  it  is  generally 
the  case  that  home  office  operations  of 
multihospital  systems  and  chains  tend 
to  be  located  in  urban  areas,  even  if  the 
hospitals  in  the  system  or  chain  are 
nonurban  or  rural.  The  commenter 
further  stated  that  this  implies  that 
average  wage  costs  in  these  system 
headquarters  may  be  systematically 
higher  than  the  national  average  wage 
cost,  making  a  national  pricing  proxy 
suspect  in  this  case,  as  well. 

Response:  In  rebasing  the  labor- 
related  share,  we  have  identified  new 
methodologies  and  newly  available 
empirical  evidence  to  estimate  the 
portion  of  the  standardized  payment 
amount  that  is  subject  to  the  hospital 
area  wage  index.  In  determining  what 
proportion  of  that  amount  should  be 
apportioned  to  the  labor-related  share 
and  what  proportion  should  be  deemed 
nonlabor-related,  we  referenced  the 
following: 

Section  1886(d)(3)(E)(i)  of  the  Act 
states  that  “in  general. — Except  as 
provided  in  clause  (ii),  the  Secretary 
shall  adjust  the  proportion  (as  estimated 
by  the  Secretary  from  time  to  time)  of 
hospitals’  costs  which  are  attributable  to 
wages  and  wage-related  costs,  of  the 
DRG  prospective  payment  rates 
computed  under  subparagraph  (D)  for 
area  differences  in  hospital  wage  levels 
by  a  factor  (established  by  the  Secretary) 
reflecting  the  relative  hospital  wage 
level  in  the  geographic  area  of  the 
hospital  compared  to  the  national 
average  hospital  wage  level.” 

Because  the  labor-related  share 
.  determined  through  the  market  basket  is 
linked  to  the  hospital  area  wage  index, 
for  this  rebasing,  we  have  identified 
new  methodologies  and  newly  available 
empirical  evidence  to  determine  a  labor- 
related  share  that  more  precisely  reflects 


the  wage  and  wage-related  proportion  of 
activities  purchased  where  the 
individual  hospital  is  located.  Services 
purchased  beyond  the  boundaries  of  the 
local  labor  market  of  the  individual 
hospital  are  thereby  excluded  from  the 
labor-related  share. 

In  order  to  distribute  the  appropriate 
proportion  of  home  office  costs  to  the 
labor-related  share,  we  constructed  a 
methodology  that  is  similar  to  that 
undertaken  to  determine  the  area  wage 
index.  That  is,  we  analyzed  the 
locations  of  the  individual  hospitals  and 
their  respective  home  offices  (at  the 
MSA-level)  as  well  as  the  home  office 
compensation  costs  of  the  individual 
hospitals.  The  proportion  of  home  office 
costs  that  we  do  not  include  in  the 
labor-related  share  was  not  based  on 
assumption,  but  rather  it  was  based  on 
Medicare  cost  report  data  and  the 
HOMER  database.  Those  data  showed 
43  percent  of  home  office  compensation 
costs  were  purchased  from  a  different 
MSA  than  where  the  individual  hospital 
is  located  and,  thus,  that  proportion  of 
home  office  costs  are  excluded  from  the 
labor-related  share.  The  remaining  57 
percent  of  home  office  compensation 
costs  were  purchased  in  the  same  MSA 
as  the  hospital;  therefore^  that 
proportion  of  home  office  costs  is 
included  in  the  labor-related  share. 

Based  on  data  published  by  the  BEA, 
we  determined  that  the  share  of  total 
hospital  costs  attributable  to  home  office 
costs  in  2006  was  5.8  percent.  Applying 
the  aforementioned  shares  to  the  5.8 
percent  figure,  we  determined  that  2.494 
percentage  points  of  total  costs 
represent  home  office  costs  that  are  not 
incurred  in  the  same  local  labor  market 
as  the  hospital  itself  and,  thus,  are 
removed  from  the  labor-related  share. 
The  remaining  3.306  percentage  points 
remain  in  the  labor-related  share. 

Comment:  Several  commenters 
addressed  the  survey  CMS  conducted 
regarding  certain  professional  fees 
purchased  by  hospitals,  stating  that 
CMS  used  this  survey  to  impute  a  2.631 
percentage  point  reduction  in  the  labor- 
related  share.  These  commenters  stated 
that  CMS  failed  to  share  data  on  the 
characteristics  of  the  hospitals  that 
responded,  possible  selection  bias,  or 
survey  methodology.  They  also  cited 
that  the  survey  only  received  108 
respondents,  which  could  lead  to  a  high 
margin  of  error.  The  commenters  stated 
that  CMS  provides  no  indication  that  it 
assessed  for  response  bias  in  its  survey 
nor  did  it  explain  how  (or  whether)  it 
assured  that  the  survey  respondents 
were  representative  of  all  hospitals  or  of 
hospitals  in  wage  areas  greater  than  1.0. 
Another  commenter  stated  that  the  CMS 
survey  assumed  that  such  professional 
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services  should  be  available  in  the  local 
labor  market  and  ignored  some 
hospital’s  unavoidable  need  to  incur 
those  costs  in  order  to  comply  with 
Federal  and  State  requirements.  The 
commenters  requested  CMS  not  remove 
a  portion  of  professional  fees  from  the 
labor-related  share  based  on  the  results 
of  this  survey. 

Response:  We  disagree  with  the 
commenters’  suggestion  that  we  ignore 
the  survey  results  and  continue  to 
assign  100  percent  of  nonmedical 
professional  fees  to  the  labor-related 
share,  as  has  been  done  historically.  We 
believe  a  method  that  distributes  these 
fees  based  on  empirical  research  and 
data  represents  a  technical  improvement 
to  the  construction  of  the  market  basket. 
Our  intent  to  survey  for  this  purpose 
was  announced  in  the  Federal  Register 
on  December  9,  2005  (70  FR  73250).  We 
received  no  public  comment  at  that 
time. 

Although  several  commenters 
indicated  that  the  professional  fees 
survey  was  used  to  decrease  the  labor- 


related  share  by  2.631  percentage 
points,  that  indication  is  not  correct.  In 
the  FY  2006-based  IPPS  market  basket, 
nonmedical  professional  fees  that  were 
subject  to  allocation  based  on  the  survey 
results  represent  2.114  percent  of  total 
costs  (and  are  limited  to  those  fees 
related  to  Accounting  &  Auditing,  Legal, 
Engineering,  and  Management 
Consulting  services).  Based  on  our 
sufcvey  results,  we  are  apportioning 
1.335  percentage  points  of  the  2.114 
percentage  point  figure  into  the  labor- 
related  share  and  designating  the 
remaining  0.779  percentage  point  as 
nonlabor-related. 

The  survey’s  methods  unfolded  in  the 
following  manner:  A  small  sample  of  12 
hospitals  was  initially  pre-tested  in 
order  to  ensure  the  understandability  of 
the  survey  questions.  The  survey 
prompted  sample  institutions  to  select 
from  multiple  choice  answers  the 
proportions  of  their  professional  fees 
that  are  purchased  from  firms  located 
outside  of  their  respective  local  labor 
market.  The  multiple  choice  answers  for 


each  type  of  professional  service 
included  the  following  options:  0 
percent  of  fees;  1-20  percent  of  fees;  21- 
40  percent  of  fees;  41-60  percent  of  fees; 
61-80  percent  of  fees;  81-99  percent  of 
fees;  and  100  percent  of  fees.  All 
respondents  were  assured  that  the 
information  they  provided  would  be 
kept  strictly  confidential. . 

Understanding  that  larger,  urban- 
based  hospitals  (and  those  located  in 
areas  with  area  wage  indexes  greater 
than  1.0)  are  most  likely  to  be  impacted 
by  the  survey’s  results,  we  used  data  on 
full-time  equivalents  (FTEs)  to  represent 
the  sizes  of  hospitals  and  selected 
hospitals  with  probability  proportional 
to  their  sizes  across  strata  when  drawing 
the  full  sample.  Strata  were  formed  by 
Census  Region  and  Urban/Rural  Status. 
The  distributions  of  the  hospital 
population,  as  well  as  weighted 
distributions  for  the  responders,  by 
Urban/Rural  Status  (including  data  on 
hospital  size)  and  Census  Region  were 
as  follows: 


All  hospitals  per¬ 
cent  distribution 
&  average  FTE 
size 

Responding  hos¬ 
pitals  percent 
distribution  &  av¬ 
erage  FTE  size 

1 00%/994 

100%/1,156 

Total  Rurals  . 

30%/388 

25%/449 

Total  Urbans  . 

70%/1 ,255 

75%/1 ,460 

Total  Northeast  Region . . 

15V1.442 

20%/1,078 

Total  Mid- West  Region  . 

23%/1 ,062 

24%/1 ,656 

Total  South  Region  . 

42%/843 

37%/944 

Total  West  Region  . 

20%/899 

1 9%/1 ,081 

Sample  weights  were  calculated  as 
the  inverse,  of  the  selection  probability 
and  were  subsequently  adjusted  for 
nonresponse  bias  by  strata  and  post- 
stratified  to  derive  final  weights.  This 
type  of  application  represents  a 
common  survey  approach  and  is  based 
on  valid  and  widely-accepted  statistical 
techniques. 

For  the  estimates  of  the  nationwide 
proportion  of  nonmedical  professional 
services  fees  purchased  outside  of  the 
local  labor  market,  we  first  examined 
the  data  on  multiple  levels.  First,  we 
found  that  fewer  than  30  percent  of  the 
responding  hospitals  paid  100  percent 
of  their  professional  fees  to  vendors 
located  within  their  local  labor  market. 
Conversely,  we  found  that  roughly  20 
percent  of  responding  hospitals  reported 
81  percent  or  more  of  their  professional 
services  fees  are  paid  to  vendors  located 
outside  of  their  local  labor  market. 

In  determining  the  specific  and 
appropriate  proportions  of  professional 
fees  to  consider  labor-related  and 


nonlabor-related,  we  generated 
weighted  averages  from  the  data  in  the 
following  manner: 

•  For  any  multiple  choice  answer 
where  the  standard  error  associated 
with  the  weighted  counts  for  that 
answer  was  less  than  30  percent,  we 
multiplied  the  weighted  counts 
associated  with  that  answer  by  the 
midpoint  of  the  range  within  that 
answer.  For  example,  for  Accounting 
and  Auditing  services,  if  a  weighted 
count  of  500  hospitals  responded  that 
they  pay  “1  to  20  percent”  of  their 
professional  fees  for  these  services  to 
firms  located  outside  of  their  local  labor 
market,  we  would  multiply  500  times  10 
percent.  We  repeat  this  for  each  possible 
multiple  choice  answer. 

•  For  any  multiple  choice  answer 
where  the  standard  error  associated 
with  the  weighted  counts  for  that 
answer  exceeded  30  percent,  we 
multiplied  the  weighted  hospital  counts 
by  the  low  point  of  the  range.  Using  a 
similar  example  as  above,  if  a  weighted 


count  of  300  hospitals  responded  that 
they  pay  “1  to  20  percent”  of  their 
professional  fees  for  these  services  to 
firms  located  outside  of  their  local  labor 
market,  and  the  standard  error  on  that 
estimate  was  greater  than  30  percent,  we 
would  multiply  300  times  1  percent. 

•  After  applying  one  of  these  two 
techniques  to  each  answer,  dependent 
on  its  associated  standard  error,  we  took 
a  weighted  average  of  the  results  to 
determine  the  final  proportion  to  be 
excluded  from  the  labor-related  share 
for  each  of  the  four  types  of  professional 
services  surveyed. 

We  do  not  assume  that  access  to 
professional  services  such  as  those 
included  in  this  survey  should  be 
available  to  all  hospitals  within  their 
respective  local  labor  market  and  we 
understand  that,  in  some  cases, 
hospitals  may  have  to  obtain  these 
services  from  vendors  beyond  those 
boundaries.  However,  for  purposes  of 
estimating  the  labor-related  share  of  the 
market  basket,  in  accordance  with  the 
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aforementioned  section  1886(d)(3)(E)(i) 
of  the  Act,  we  have  used  the  newly 
available  empirical  evidence  to 
determine  the  wage  and  wage-related 
costs  in  the  labor-related  share  that  are 
incurred  within  the  geographic  location 
of  the  hospital  itself. 

Comment:  Several  commenters 
questioned  why  CMS  chose  to  conduct 
a  survey  to  determine  which  proportion 
of  professional  fees  is  purchased  in  the 
local  labor  market  when  they  could 
have  conducted  a  study  of  Medicare 
cost  reports  for  hospitals  which,  on  line 
22.01  of  Worksheet  S-3,  part  II,  contains 
hospitals’  average  annual  wage  for 
professional  services.  In  addition,  one 
commenter  suggested  that  instead  of  a 
survey,  CMS  should  have  proposed  a 
change  to  the  cost  report  in  order  to 
collect  accurate  data  for  all  facilities. 

Response:  The  Medicare  cost  report 
data  do  provide  an  average  hourly  wage 
for  administrative  and  general  (A&G) 
services  {including  those  professional 
services  included  in  the  CMS  survey) 
under  contract.  However,  the  data  do 
not  distinguish  whether  these  services 
were  purchased  in  the  local,  labor 
market.  In  addition,  a  comparison  of  the 
average  hourly  wage  for  A&G  services 
performed  by  hospital  staff  (as  reported 
in  line  22  of  Worksheet  S-3,  part  II)  and 
the  average  hourly  wage  for  A&G 
services  under  contract  (as  reported  on 
line  22.01  of  Worksheet  S-3,  part  II) 
would  not  be  sufficient  to  determine 
whether  the  contracted  services  were 
purchased  in  the  local  or  national  labor 
market.  The  reason  for  this  is  that  the 
average  A&G  wages  reported  for  hospital 
staff  could  represent  a  different 
occupational  mix  than  the  average  A&G 
wages  under  contract.  For  example,  a 
hospital  could  choose  to  employ  staff  to 
perform  their  bookkeeping  and  tax 
preparation  services,  but  contract  out 
their  legal  services.  The  higher  average 
annual  wage  rate  for  the  contracted  A&G 
services  compared  to  the  in-house  A&G 
services  would  not  necessarily  be  a 
result  of  purchasing  services  in  differing 
geographic  areas,  but  rather  a  reflection 
of  the  different  skill-mix  represented  in 
each  group. 

At  the  time  this  survey  was  initiated, 
it  was  not  a  viable  option  to  alter  the 
Medicare  cost  report  in  such  a.  way  as 
to  collect  this  information  due  to  the 
long  periods  of  time  between  when  the 
Medicare  cost  report  questions  are 
updated. 

Comment:  One  commenter  stated  that 
it  is  inappropriate  to  restrict  the  wage 
index  adjustment  to  labor-related  costs 
that  vary  with  the  local  labor  market 
without  recognizing  that  there  are 
significant  nonlabor  costs  that  vary  with 
the  local  market,  of  which  professional 


liability  insurance  is  but  one  obvious 
example.  The  commenter  cited  a 
regression  analysis  which  showed  that 
85  percent  of  the  variation  in  the 
estimated  total  unit  costs  of  Medicare 
fee-for-service  cases  was  explained  by 
local  input  prices. 

Response:  For  purposes  of  estimating 
the  labor-related  share  of  the  market 
basket,  in  accordance  with  the 
aforementioned  section  1886(d)(3)(E)(f) 
of  the  Act,  we  include  qnly  wage  and 
wage-related  costs  in  that  proportion. 

The  law  does  not  call  for  the  inclusion 
of  nonlabor-related  costs  to  be  included 
in  the  labor-related- share. 

As  described  in  the  FY  2006  IPPS 
final  rule  (70  FR  47394),  we  previously 
performed  regression  analyses  to 
reevaluate  the  assumptions  used  in 
determining  the  labor-related  share. 
Using  several  regression  specifications, 
we  attempted  to  determine  the 
proportion  of  costs  that  are  influenced 
by  the  area  wage  index.  We  note  that  the 
results  obtained  for  the  relevant 
coefficients  (roughly  equivalent  to  the 
labor  share)  using  the  various 
specifications  were  less  than  85  percent. 

Comment:  Many  commenters 
disagreed  with  CMS  removing  any 
portion  of  professional  fees  from  the 
labor-related  share.  The  commenters 
stated  that  CMS  did  not  appear  to  take 
into  account  the  prevailing  wages  of 
areas  from  which  hospitals  typically 
purchase  professional  fees.  They  believe 
that  it  is  uncommon  for  hospitals  to 
purchase  professional  services  from 
firms  located  in  areas  with  lower 
prevailing  wages  than  their  own  wage 
area.  Therefore,  they  claimed  that  CMS 
failed  to  recognize  the  premium  that 
hospitals  must  pay  professionals  from 
similar  or  higher  prevailing  wage  areas. 

Several  commenters  also  believed  that 
CMS’  assertion  that  a  portion  of 
professional  fees  is  nonlabor-related  is 
invalid  because  professional  fees  do,  in 
fact,  vary  across  regions  and  localities. 
The  commenters  indicated  that  even  if 
a  professional  services  firm  is  not  based 
in  the  local  area,  professional  fees  are 
modified  in  response  to  local  market 
factors.  They  added  that  rates  and  fees 
are  set  in  a  competitive  market  and  must 
reflect  the  conditions  of  that  market.  In 
addition,  several  commenters  stated  that 
professional  services  are  highly  labor- 
intensive  and  constitute  a  necessary 
business  expense.  Finally,  one 
commenter  indicated  that  even  though 
these  services  may  be  purchased  from 
another  entity,  they  represent 
substitutes  for  hospital-employed  staff 
and,  thus,  should  be  regarded  by  CMS 
as  labor-related. 

Response:  We  disagree  with  the 
commenters’  assertion  that  CMS  should 


include  all  professional  fees  in  the 
labor-related  share.  We  recognize  that 
hospitals  may  often  purchase 
professional  services  from  geographic 
areas  with  higher  prevailing  wages  than 
their  own.  We  further  recognize  that  the 
prices  for  these  services  vary  across 
regions  and  localities  and  that  the 
services  themselves  are  labor-intensive. 
However,  because  we  now  have 
empirical  evidence  we  can  use  to 
establish  what  portion  of  these 
professional  fees  are  actually  incurred 
in  the  local  labor  market,  in  accordance 
with  section  1886(d)(3)(E)(i)  of  the  Act, 
we  are  including  only  such  wage  and 
wage-related  costs  in  the  labor-related 
share.  To  the  extent  the  evidence  shows 
that  the  fees  paid  do  not  vary  with,  or 
are  not  influenced  by,  the  local  labor 
market,  we  are  not  including  them  in 
the  labor-related  share  and  are  not 
subjecting  them  to  the  wage  index 
adjustment. 

Comment:  Several  commenters  stated 
that  the  proposed  change  to  the  labor- 
related  share  will  only  affect  hospitals 
in  areas  with  a  wage  index  over  1.0. 
However,  the  commenters  claimed  that 
these  higher-wage  hospitals  are  much 
more  likely  to  hire  professional  firms 
that  are  actually  located  in  their  local 
labor  market  and,  thus,  are  paying 
higher  wages.  The  commenters  stated 
that  most  urban  areas  have  an  excellent  ‘ 
supply  of  professional  services  firms, 
thereby  enabling  urban  hospitals  to 
purchase  such  services  from  a  local  or 
regional  market  rather  than  a  national 
market.  In  addition,  some  commenters 
claimed  that  this  proposal  will  have  an 
adverse  effect  on  urban  hospitals  in 
general.  One  commenter  stated  that  the 
proposed  labor-related  share  reduction 
would  most  seriously  affect  large  urban 
teaching  hospitals. 

One  commenter  stated  that  CMS’ 
proposed  change  to  the  labor-related 
share  is  counter-intuitive  to  CMS’s 
policy  goal  and  would  actually  dampen 
the  sensitivity  of  the  IPPS  payment 
methodology  to  area  wage  variations. 

The  commenter  cited  that  academic 
medical  centers  located  in  large  urban 
markets  are  the  most  likely  hospitals  to 
be  in  markets  with  substantial  local 
competition  for  professional  services — 
markets  in  which  professional  services 
fees  are  most  likely  to  be  influenced  by 
local  labor  market  conditions.  The 
commenter  stated  that  the  proposed 
methodology  premised  on  the 
assumption  that  73  percent  of  home 
office  costs  reflect  national  average  wage 
patterns  produces  a  substantial 
downward  payment  bias  for  teaching 
hospitals.  Thus,  the  commenter  urged 
CMS  to  only  use  more  recent  data  and 
hold  all  other  aspects  constant,  which 
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would  result  in  a  labor-related  share  of 
72.1  percent.  The  commenter  stated 
that,  at  a  minimum,  the  current  labor- 
related  share  of  69.7  percent  should  be 
retained,  pending  further  study  and 
analysis. 

Response:  We  recognize  that  many 
hospitals  could  be  affected  differently 
by  a  change  in  the  labor-related  share. 
However,  we  believe  the  law  calls  for 
this  proportion  to  be  based  on  a  national 
average  and  does  not  distinguish 
between  types  of  hospitals  for  purposes 
of  estimating  or  applying  the  labor- 
related  share. 

We  disagree  with  thq  suggestions  that 
the  FY  2006-based  market  basket’s 
labor-related  share  should  be  set  to  72.1 
percent  (as  a  result  of  holding  all  other 
aspects  constant  from  the  FY  2002- 
based  market  basket)  or  that  it  should  be 
held  to  its  current  69.7  percent  level. 

We  believe  that  incorporating  more 
recent  data,  as  well  as  the  results  of  our 
research,  represents  a  technical 
improvement  to  the  accuracy  of  the 
market  basket. 

Comment:  One  commenter  stated  that 
in  order  for  hospitals  to  become  more 
efficient  and  cost  effective,  they  often 
use  contract  employees.  The  commenter 
further  stated  that  in  order  to  obtain  the 
best  price  and  service,  these  employees 
are  located  outside  the  local  labor 
market.  The  commenter  claimed  that 
disallowing  these  services  to  be 
included  in  the  wage  index  survey 
would  reduce  their  labor-related 
payment  rate  and  not  adequately 
reimburse  for  care  of  Medicare  patients. 

Response:  We  do  include  direct 
patient  contract  labor  expenses  in  the 
labor-related  share  of  the  IPPS  market 
basket.  These  costs  are  included  in  the 
Wages  &  Salaries  and  Benefits  cost 
weights.  We  only  exclude  from  the 
labor-related  share  those  contract  labor 
costs  associated  with  professional  fees 
and  home  office  costs  that  were 
purchased  outside  of  the  local  labor 
market.  As  stated  previously,  the 
purpose  of  the  labor-related  share  is  to 
determine  which  portion  of  the 
standardized  payment  amount  that  is 
subject  to  the  hospital  wage  index. 
Therefore,  we  define  the  labor-related 
share  as  those  expenses  that  are  labor- 
intensive  and  vary  with,  or  are 
influenced  by,  the  local  labor  market. 

Comment:  One  commenter  stated  that 
without  survey  detail,  they  were  unsure 
of  CMS’  treatment  of  professional  fees 
paid  for  by  a  home  office.  The 
commenter  stated  that  currently  CMS 
excludes  this  expense  for  wage  index 
purposes  as  the  “home  office  cost  center 
is  not  included  in  the  current  definition 
of  contract  services  for  the  wage  index.” 
The  commenter  believed  that  this 


created  an  inconsistency  among  the 
independent  hospitals,  which  can 
include  the  professional  fee  costs/hours 
while  health  systems  cannot.  The 
commenter  asked  CMS  to  comment  on 
its  treatment  of  professional  fees  paid 
for  by  a  home  office  and  its  use  of  such 
data  in  its  survey. 

Response:  The  CMS  survey  asked  the 
responding  hospitals  to  share  What 
proportion  of  their  professional  services 
were  purchased  from  vendors  located 
beyond  their  local  labor  market.  We 
expected  that,  irrespective  of  the 
mechanism  of  the  purchase  (that  is, 
purchased  directly  by  the  hospital  or 
purchased  by  the  hospital’s  home  office 
on  the  hospital’s  behalf),  the  approach 
to  answering  the  questions  remains  the 
same.  Therefore,  we  believe 
independent  hospitals,  as  well  as 
hospital  groups,  were  captured 
appropriately. 

Comment:  One  commenter  questioned 
the  conclusion  from  CMS’  methodology, 
which  implicitly  assumes  that  the  labor 
costs  associated  with  “non-local” 
services,  or  those  that  are  not  adjusted 
at  all  for  area  wage  variations,  more 
closely  reflects  the  national  average  than 
labor  market  conditions  in  the  local  area 
of  the  hospital  receiving  the  services. 
The  commenter  described  the  market  for 
professional  services  provided  to 
hospitals  as  those  that  can  be  divided 
into  the  following  categories:  (1)  Truly 
local  firms  whose  clientele  is  comprised 
of  the  hospitals  in  a  specific  geographic 
area;  (2)  local  offices  of  regional  or 
national  firms  that  will  staff  local 
assignments  with  some  mix  of  local  and 
non-local  professionals;  (3)  firms  that 
are  “regional”  in  the  sense  of  serving 
multiple  geographic  markets  from  a 
centralized  location;  and  (4)  truly 
national  firms  that  operate  nationwide 
from  a  single  headquarters  office  and 
that  serve  local  hospitals  without 
assistance  from  locally  based 
practitioners.  The  commenter  claimed 
that  CMS  implicitly  assumed  that  any 
firm  that  does  not  fall  into  the  first 
category  would  experience  labor  costs 
indistinguishable  from  those  that  fall  in 
the  last  category.  However,  the 
commenter  stated  that,  in  reality  all 
such  firms  compete  against  eaph  other 
in  each  local  market.  Therefore,  the 
commenter  added,  local  labor  market 
conditions  drive  the  prices  local 
hospitals  will  pay  for  professional 
services  even  if  those  services  wind  up 
being  rendered  by  professionals  from 
out  of  town.  The  commenter  stated  that 
there  is  substantial  regional  variation  in 
salaries  paid  to  entry-level  and  early- 
career  professionals  who  represent  the 
lion’s  share  of  the  cost  that  will  be 
billed  to  hospitals.  The  commenter 


concluded  that  a  payment  methodology 
premised  on  the  notion  of  a  national 
professional  services  market  with 
uniform  prices  fails  to  reflect  the  reality 
of  what  hospitals  pay  for  professional 
services.  The  commenter  also  states  that 
CMS  did  not  disclose  how  professional 
services  firms  were  identified  as  being 
.“national”  firms  in  its  survey..The 
commenter  believed  that  determining 
the  location  of  a  contract  based  on  the 
mailing  address  of  the  contractor  could 
materially  understate  the  volume  of 
services  rendered  by  national  or 
regional  firms  with  a  local  presence, 
which  would  be  fully  subject  to  local 
labor  market  conditions.  Thus,  the 
commenter  concluded  the  effect  of 
reducing  the  labor-related  share  would 
be  to  dampen  the  sensitivity  of  the  IPPS 
payment  methodology  to  area  wage 
variations. 

Response:  We  recognize  that  fees  paid 
for  professional  services  provided  by 
firms  not  located  in  the  same  local  labor 
market  as  the  hospital  may  be 
purchased  in  local  labor  markets  and 
not  always  in  a  national  market. 
However,  given  that  we  now  have 
empirical  evidence  that  can  be  used  to 
estimate  the  portion  of  costs  that  varies 
based  on  the  local  labor  market,  we 
believe  it  is  in  keeping  with  section 
1886(d)(3)(E)(i)  of  the  Act  to  only  assign 
that  portion  that  does  vary  to  the  labor- 
related  share.  Section  1886(d)(3)(E)(i)  of 
the  Act  states  that  “in  general. — Except 
as  provided  in  clause  (ii),  the  Secretary 
shall  adjust  the  proportion  (as  estimated 
by  the  Secretary  from  time  to  time)  of 
hospitals’  costs  which  are  attributable  to 
wages  and  wage-related  costs,  of  the 
DRG  prospective  payment  rates 
computed  under  subparagraph  (D)  for 
area  differences  in  hospital  wage  levels 
by  a  factor  (established  by  the  Secretary) 
reflecting  the  relative  hospital  wage 
level  in  the  geographic  area  of  the 
hospital  compared  to  the  national 
average  hospital  wage  level.” 

Comment:  One  commenter  stated  that 
the  treatment  of  contract  labor  has  a 
direct  influence  on  the  labor-related 
share,  which  in  turn  affects  the  area 
wage  index  adjusted  portion  of  the 
payments.  Conversely,  the  commenter 
stated,  because  the  labor-related  share 
now  includes  accounting  and  auditing 
services,  it  is  not  clear  whether  the  data 
currently  used  to  develop  the  area  wage 
index  are  inclusive  of  the  costs  for 
accounting  and  auditing  because 
consideration  of  these  costs  for  area 
wage  index  purposes  is  only  a  current 
CMS  wage  data  policy  convention. 
Therefore,  the  commenter  added,  there 
could  be  a  mismatch  between  the  data 
CMS  is  using  for  the  labor-related  share 
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determination  and  the  data  CMS  utilizes 
for  developing  the  area  wage  index. 

Response:  We  are  not  changing  our 
methodology  on  how  contract  labor 
costs  are  included  in  the  IPPS  market 
basket.  As  has  been  done  historically, 
the  market  basket  includes  all  contract 
labor  services  purchased  by  the 
hospital.  Direct  patient  contract  labor 
costs  are  included  in  the  Wage  & 

Salaries  and  Benefits  cost  weights, 
whereas  other  nondirect  patient  contract 
labor  costs  are  represented  in  the  other 
cost  weights. 

Also,  we  interpret  the  commenter’s 
statement  to  imply  that  accounting  and 
auditing  services  were  previously 
excluded  from  the  labor-related  share. 
Historically,  100  percent  of  the 
accounting  and  auditing  services 
expenses  were  included  in  the  labor- 
related  share.  We  proposed  to  only 
include  66  percent  of  the  accounting 
and  auditing  costs  in  the  labor-related 
share  because  the  remaining  34  percent 
of  these  costs  were  determined  to  have 
been  purchased  outside  of  the.  local 
labor  market. 

With  respect  to  a  possible  mismatch 
between  the  labor-related  share  and  the 


area  wage  index,  data  from  Worksheet 
S-3,  part  II,  of  the  Medicare  cost  report 
are  used  to  estimate  both.  Those  data 
provide  information  on  wage  and  wage- 
related  costs  incurred  by  the  hospital 
but  are  not  detailed  enough  to 
distinguish  between  costs  incurred  via 
purchase  and  costs  incurred  via  direct 
hire.  In  estimating  the  labor-related 
share,  we  incorporate  data  from  other 
data  sources  to  supplement  the 
Medicare  cost  report  data  to  more 
accurately  capture  and  apportion  wage 
and  wage-related  costs  that  are 
purchased. 

Comment:  One  commenter  questioned 
whether  the  proposed  revision  of  the 
labor-related  share  of  the  operating  IPPS 
rates  would  affect  the  capital  IPPS 
geographic  adjustment  factor  (GAF), 
which  is  derived  from  the  hospital  wage 
index.  The  commenter  requested  that 
CMS  review  whether  the  formula  used 
to  determine  the  capital  GAF  should  be 
revised  based  on  the  update  of  the 
operating  IPPS  labor-related  share. 

Response:  In  determining  payments 
under  the  capital  IPPS,  the  capital  rate 
is  adjusted  for  differences  in  local  cost 
variations  by  a  factor  (the  GAF)  that  is 


equal  to  the  hospital’s  applicable  wage 
index  raised  to  the  0.6848  power 
(§  412.31‘6(a)  of  our  regulations).  The 
formula  for  the  GAF  was  developed 
using  a  regression  analysis  and  the 
exponential  form  of  this  factor  is  used 
in  order  to  apply  a  single  factor  to  the 
entire  capital  rate  rather  than  splitting 
the  capital  rate  into  labor-related  share 
and  nonlabor-related  share  (56  FR 
43375).  The  formula  for  the  GAF  is 
independent  of  the  operating  IPPS 
labor-related  share  and,  therefore, 
requires  no  adjustment  based  on  the 
revision  of  the  operating  IPPS  labor- 
relate  share.  The  GAF  will  continue  to 
be  computed  as  the  hospital’s  applicable 
wage  index  raised  to  the  0.6848  power. 

After  consideration  of  the  public 
comments  received,  in  this  final  rule, 
we  are  revising  our  labor-related  share 
that  we  proposed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24159-24161)  to  incorporate  a 
revision  to  our  methodology  for 
allocating  NAICS  55  expenses  to  the 
labor-related  share. 

Below  is  a  chart  comparing  the  FY 
2006-based  labor-related  share  and  the 
FY  2002-based  labor-related  share. 


Chart  5— Comparison  of  the  FY  2006-Based  Labor-Related  Share  and  the  FY  2002-Based  Labor-Related 

Share 


FY  2002-based 

FY  2006-based 

market  basket 

market  basket 

cost  weights 

cost  weights 

Wages  and  Salaries  . 

48.171 

47.213 

Employee  Benefits . . 

11.822 

12.414 

Professional  Fees:  Labor-Related  . 

5.510 

5.356 

Administrative  and  Business  Support  Services . . . 

0.626 

All  Other:  Labor-Related  Services . . 

4.228 

3  193 

Total  Labor-Related  Share  . 

69.731 

68.802 

Using  the  cost  category  weights  from 
the  FY  2006-based  IPPS  market  basket, 
we  calculated  a  labor-related  share  of 
68.802  percent,  approximately  0.9 
percentage  points  lower  than  the  current 
labor-related  share  of  69.731. 

We  continue  to  believe,  as  we  have 
stated  in  the  past,  that  these  operating 
cost  categories  are  related  to,  influenced 
by,  or  vary  with  the  local  markets. 
Therefore,  our  definition  of  the  labor- 
related  share  continues  to  be  consistent 
with  section  1886(d)(3)  of  the  Act. 

Using  the  cost  category  weights  that 
we  determined  in  section  IV.B.l.  of  this 


preamble,  we  calculated  a  labor-related 
share  of  68.802  percent,  using  the  FY 
2006-based  IPPS  market  basket. 
Accordingly,  we  are  implementing  a 
labor-related  share  of  68.8  percent  for 
discharges  occurring  on  or  after  October 
1,  2009.  We  note  that  section  403  of 
Public  Law  108-173  amended  sections 
1886(d)(3)(E)  and  1886(d)(9)(C)(iv)  of 
the  Act  to  provide  that  the  Secretary 
must  employ  62  percent  as  the  labor- 
related  share  unless  this  employment 
“would  result  in  lower  payments  than 
would  otherwise  be  made.” 


As  we  proposed,  we  also  are  updating 
the  labor-related  share  for  Puerto  Rico. 
Consistent  with  our  methodology  for 
determining  the  national  labor-related 
share,  we  add  the  Puerto  Rico-specific 
relative  weights  for  wages  and  salaries, 
employee  benefits,  and  contract  labor. 
Because  there  are  no  Puerto  Rico- 
specific  relative  weights  for  professional 
fees  and  labor  intensive  services,  we  use 
the  national  weights. 

Below  is  a  chart  comparing  the  FY 
2006-based  Puerto  Rico-specific  labor- 
related  share  and  the  FY  2002-based 
Puerto  Rico-specific  labor-related  share. 
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Chart  6— Comparison  of  the  FY  2006-Based  Puerto  Rico-Specific  Labor-Related  Share  and  FY  2002-Based 

Puerto  Rico-Specific  Labor-Related  Share 


FY  2002-based 
market  basket 
cost  weights 

FY  2006-based 
market  basket 
cost  weights 

Wages  and  Salaries  . 

40.201 

44.221 

8.782 

8.691 

Professional  Fees:  Labor-Related  . 

5.510 

5.356 

Administrative  and  Business  Support  Services . . 

0  626 

All  Other:  Labor-Related  Services . 

4.228 

3.193 

Total  Labor-Related  Share  . 

58.721 

62.087 

Using  the  FY  2006-based  Puerto  Rico 
cost  category  weights,  we  calculated  a 
labor-related  share  of  62.087  percent, 
approximately  3.4  percentage  points 
higher  than  the  current  Puerto-Rico 
specific  labor-related  share  of  58.721. 
Accordingly,  we  are  adopting  an 
updated  Puerto  Rico  labor-related  share 
of  62.1  percent. 

C.  Separate  Market  Basket  for  Certain 
Hospitals  Presently  Excluded  from  the 
IPPS 

In  the  FY  2006  IPPS  final  rule  (70  FR 
47396),  we  adopted  the  use  of  the  FY 
2002-based  IPPS  operating  market 
basket  to  update  the  target  amounts  for 
children’s  and  cancer  hospitals  and 
religious  nonmedical  health  care 
institutions  (RNHCIs).  Children’s  and 
cancer  hospitals  and  RNHCIs  are  still 
reimbursed  solely  under  the  reasonable 
cost-based  system,  subject  to  the  rate-of- 
increase  limits.  Under  these  limits,  an 
annual  target  amount  (expressed  in 
terms  of  the  inpatient  operating  cost  per 
discharge)  is  set  for  each  hospital  based 
on  the  hospital’s  own  historical  cost 
experience  trended  forward  by  the 
applicable  rate-of-increase  percentages. 

As  we  proposed  (74  FR  24161),  under 
the  broad  authority  in  sections 
1886(b)(3)(A)  and  (B),  1886(b)(3)(E),  and 
1871  of  the  Act  and  section  4454  of  the 
BBA,  consistent  with  our  use  of  the 
IPPS  operating  market  basket  percentage 
increase  to  update  target  amounts,  we 
are  using  the  FY  2006-based  IPPS 
operating  market  basket  percentage 
increase  to  update  the  target  amounts 
for  children’s  and  cancer  hospitals  and 
RNHCIs. 

Due  to  the  small  number  of  children’s 
and  cancer  hospitals  and  RNHCIs  that 
receive,  in  total,  less  than  1  percent  of 
all  Medicare  payments  to  hospitals  and 
because  these  hospitals  provide  limited 
Medicare  cost  report  data,  we  are  unable 
to  create  a  separate  market  basket 
specifically  for  these  hospitals.  Based  on 
the  limited  data  available,  we  believe 
that  the  FY  2006-based  IPPS  operating 
market  basket  most  closely  represents 


the  cost  structure  of  children’s  and 
cancer  hospitals  and  RNHCIs.  Therefore, 
we  believe  that  the  percentage  change  in 
the  FY  2006-based  IPPS  operating 
market  basket  is  the  best  available 
measure  of  the  average  increase  in  the 
prices  of  the  goods  and  services 
purchased  by  cancer  and  children’s 
hospitals  and  RNHCIs  in  order  to 
provide  care. 

We  did  not  receive  any  public 
comments  on  the  provisions  of  this 
section. 

D.  Rebasing  and  Revising  the  Capital 
Input  Price  Index  (CIPI) 

The  CIPI  was  originally  described  in 
the  FY  1993  IPPS  final  rule  (57  FR 
40016).  There  have  been  subsequent 
discussions  of  the  CIPI  presented  in  the 
IPPS  proposed  and  final  payment  rules. 
The  FY  2006  IPPS  final  rule  (70  FR 
47387)  discussed  the  most  recent" 
rebasing  and  revision  of  the  CIPI  to  a  FY 
2002  base  year,  which  reflected  the 
capital  cost  structure  of  the  hospital 
industry  in  that  year. 

As  we  proposed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24161),  we  are  rebasing  and  revising 
the  CIPI  to  a  FY  2006  base  year  to  reflect 
the  more  current  structure  of  capital 
costs  in  hospitals.  As  with  the  FY  2002- 
based  index,  we  developed  two  sets  of 
weights  in  order  to  calculate  the  FY 
2006-based  CIPI.  The  first  set  of  weights 
identifies  the  proportion  of  hospital 
capital  expenditures  attributable  to  each 
expenditure  category,  while  the  second 
set  of  weights  is  a  set  of  relative  vintage 
weights  for  depreciation  and  interest. 
The  set  of  vintage  weights  is  used  to 
identify  the  proportion  of  capital 
expenditures  within  a  cost  category  that 
is  attributable  to  each  year  over  the 
useful  life  of  the  capital  assets  in  that 
category.  A  more  thorough  discussion  of 
vintage  weights  is  provided  later  in  this 
section. 

Both  sets  of  weights  are  developed 
using  the  best  data  sources  available.  In 
reviewing  source  data,  we  determined 
that  the  Medicare  cost  reports  provided 
accurate  data  for  all  capital  expenditure 


cost  categories.  We  used  the  FY  2006 
Medicare  cost  reports  for  IPPS  hospitals 
to  determine  weights  for  all  three  cost 
categories:  depreciation,  interest,  and 
other  capital  expenses. 

Lease  expenses  are  unique  in  that 
they  are  not  broken  out  as  a  separate 
cost  category  in  the  CIPI,  but  rather  are 
proportionally  distributed  among  the 
cost  categories  of  depreciation,  interest, 
and  other,  reflecting  the  assumption  that 
the  underlying  cost  structure  of  leases  is 
similar  to  that  of  capital  costs  in  general. 
As  was  done  in  previous  rebasings  of 
the  CIPI,  we  first  assumed  10  percent  of 
lease  expenses  represents  overhead  and 
assigned  them  to  the  other  capital 
expenses  cost  category  accordingly.  The 
remaining  lease  expenses  were 
distributed  across  the  three  cost 
categories  based  on  the  respective 
weights  of  depreciation,  interest,  and 
other  capital  not  including  lease 
expenses. 

Depreciation  contains  two 
subcategories:  (1)  Building  and  fixed 
equipment;  and  (2)  movable  equipment. 
The  apportionment  between  building 
and  fixed  equipment  arid  movable 
equipment  was  determined  using  the 
Medicare  cost  reports.  This 
methodology  was  also  used  to  compute 
the  apportionment  used  in  the  FY  2002- 
based  index. 

The  total  interest  expense  cost 
category  is  split  between  government/ 
nonprofit  interest  and  for-profit  interest. 
The  FY  2002-based  CIPI  allocated  75 
percent  of  the  total  interest  cost  weight 
to  government/nonprofit  interest  and 
proxied  that  category  by  the  average 
yield  on  domestic  municipal  bonds.  The 
remaining  25  percent  of  the  interest  cost 
weight  was  allocated  to  for-profit 
interest  and  was  proxied  by  the  average 
yield  on  Moody’s  Aaa  bonds  (70  FR 
47387). 

For  this  rebasing,  we  derived  the  split 
using  the  relative  FY  2006  Medicare 
cost  report  data  on  interest  expenses  for 
government/nonprofit  and  for-profit 
hospitals.  Based  on  these  data,  we 
calculated  an  85/15  split  between 
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govemment/nonprofit  and  for-profit  this  split  reflects  the  latest  relative  cost  Chart  7- presents  a  comparison  of  the 

interest.  We  believe  it  is  important  that  structure  of  interest  expenses.  FY  2006-based  CIPI  cost  weights  and  the 

FY  2002-based  CIPI  cost  weights. 


Chart  7— FY  2006-Based  CIPI  Cost  Categories,  Weights,  and  Price  Proxies  With  FY  2002-Based  CIPI 

Included  for  Comparison 


Cost  categories 

FY  2002 
weights 

FY  2006 
weights 

Price  proxy 

Total . 

Total  depreciation . 

100.00 

74.583 

36.234 

38.349 

19.863 

14.896 

4.967 

5.554 

100.00 

75.154 

35.789 

39.365 

17.651 

15.076 

2.575 

7.195 

BEA  chained  price  index  for  nonresidential  construction  for  hospitals  and 
special  care  facilities — vintage  weighted  (25  years). 

PPI  for  machinery  and  equipment — vintage  weighted  (12  years). 

Average  yield  on  domestic  municipal  bonds  (Bond  Buyer  20  bonds) — vin¬ 
tage-weighted  (25  years). 

Average  yield  on  Moody's  Aaa  bonds — vintage-weighted  (12  years). 

CPI-U  for  residential  rent. 

Building  and  fixed  equipment  depre¬ 
ciation. 

Movable  equipment  depreciation  . 

Total  interest . 

Government/nonprofit  interest . 

For-profit  interest . 

Other . 

Because  capital  is  acquired  and  paid 
for  over  time,  capital  expenses  in  any 
given  year  are  determined  by  both  past 
and  present  purchases  of  physical  and 
financial  capital.  The  vintage-weighted 
CIPI  is  intended  to  capture  the  long¬ 
term  consumption  of  capital,  using 
vintage  weights  for  depreciation 
(physical  capital)  and  interest  (financial 
capital).  These  vintage  weights  reflect 
the  proportion  of  capital  purchases 
attributable  to  each  year  of  the  expected 
life  of  building  and  fixed  equipment, 
movable  equipment,  and  interest.  We 
used  the  vintage  weights  to  compute 
vintage-weighted  price  changes 
associated  with  depreciation  and 
interest  expense.  Following  publication 
of  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  and  in  order  to  provide 
greater  transparency,  we  posted  on  the 
CMS  market  basket  Web  page  at: 
http://www.cms.hhs.gov/ 
MedicareProgramRatesStats/ 
05_MarketBasketResearch 
.asp#TopOfPage  an  illustrative 
spreadsheet  that  contains  an  example  of 
how  the  vintage-weighted  price  indexes 
are  calculated. 

Vintage  weights  are  an  integral  part  of 
the  CIPI.  Capital  costs  are  inherently 
complicated  and  are  determined  by 
complex  capital  purchasing  decisions, 
over  time,  based  on  such  factors  as 
interest  rates  and  debt  financing.  In 
addition,  capital  is  depreciated  over 
time  instead  of  being  consumed  in  the 
same  period  it  is  purchased.  The  CIPI 
accurately  reflects  the  annual  price 
changes  associated  with  capital  costs, 
and  is  a  useful  simplification  of  the 
actual  capital  investment  process.  By 
accounting  for  the  vintage  nature  of 
capital,  we  are  able  to  provide  an 
accurate,  stable  annual  measure  of  price 
changes.  Annual  non  vintage  price 
changes  for  capital  are  unstable  due  to 
the  volatility  of  interest  rate  changes 


and,  therefore,  do  not  reflect  the  actual 
annual  price  changes  for  Medicare 
capital-related  costs.  The  CIPI  reflects 
the  underlying  stability  of  the  capital 
acquisition  process  and  provides 
hospitals  with  the  ability  to  plan  for 
changes  in  capital  payments. 

To  calculate  the  vintage  weights  for 
depreciation  and  interest  expenses,  we 
needed  a  time  series  of  capital 
purchases  for  building  and  fixed 
equipment  and  movable  equipment.  We 
found  no  single  source  that  provides  a 
uniquely  best  time  series  of  capital 
purchases  by  hospitals  for  all  of  the 
above  components  of  capital  purchases. 
The  early  Medicare  cost  reports  did  not 
have  sufficient  capital  data  to  meet  this 
need.  Data  we  obtained  from  the 
American  Hospital  Association  (AHA) 
do  not  include  annual  capital 
purchases.  However,  AHA  does  provide 
a  consistent  database  back  to  1963.  We 
used  data  from  the  AHA  Panel  Survey 
and  the  AHA  Annual  Survey  to  obtain 
a  time  series  of  total  expenses  for 
hospitals.  We  then  used  data  from  the 
AHA  Panel  Survey  supplemented  with 
the  ratid  of  depreciation  to  total  hospital 
expenses  obtained  from  the  Medicare 
cost  reports  to  derive  a  trend  of  annual 
depreciation  expenses  for  1963  through 
2006. 

In  order  to  estimate  capital  purchases 
using  data  on  depreciation  expenses,  the 
expected  life  for  each  cost  category 
(building  and  fixed  equipment,  movable 
equipment,  and  interest)  is  needed  to 
calculate  vintage  weights.  We  used  FY 
2006  Medicare  cost  reports  to  determine 
the  expected  life  of  building  and  fixed 
equipment  and  of  movable  equipment. 
The  expected  life  of  any  piece  of 
equipment  can  be  determined  by 
dividing  the  value  of  the  asset 
(excluding  fully  depreciated  assets)  by 
its  current  year  depreciation  amount. 
This  calculation  yields  the  estimated 


useful  life  of  an  asset  if  depreciation 
were  to  continue  at  current  year  levels, 
assuming  straight-line  depreciation. 

From  the  FY  2006  Medicare  cost 
reports,  the  expected  life  of  building 
and  fixed  equipment  was  determined  to 
be  25  years,  and  the  expected  life  of 
movable  equipment  was  determined  to 
be  12  years.  The  FY  2002-based  CIPI 
was  based  on  an  expected  life  of 
building  and  fixed  equipment  of  23 
years.  It  used  11  years  as  the  expected 
life  for  movable  equipment. 

As  we  proposed,  we  used  the  building 
and  fixed  equipment  and  movable 
equipment  weights  derived  from  FY 
2006  Medicare  cost  reports  to  separate 
the  depreciation  expenses  into  annual 
amounts  of  building  and  fixed 
equipment  depreciation  and  movable 
equipment  depreciation  (74  FR  24162). 
Year-end  asset  costs  for  building  and 
fixed  equipment  and  movable  • 
equipment  were  determined  by 
multiplying  the  annual  depreciation 
amounts  by  the  expected  life 
calculations  from  the  FY  2006  Medicare 
cost  reports.  We  then  calculated  a  time 
series  back  to  1963  of  annual  capital 
purchases  by  subtracting  the  previous 
year  asset  costs  from  the  current  year 
asset  costs.  From  this  capital  purchase 
time  series,  we  were  able  to  calculate 
the  vintage  weights  for  building  and 
fixed  equipment  and  for  movable 
equipment.  Each  of  fhese  sets  of  vintage 
weights  is  explained  in  more  detail 
below. 

For  building  and  fixed  equipment 
vintage  weights,  we  used  the  real  annual 
capital  purchase  amounts  for  building 
and  fixed  equipment  to  capture  the 
actual  amount  of  the  physical 
acquisition,  net  of  the  effect  of  price 
inflation.  This  real  annual  purchase 
amount  for  building  and  fixed 
equipment  was  produced  by  deflating 
the  nominal  annual  purchase  amount  by 
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the  building  and  fixed  equipment  price 
proxy,  BEA’s  chained  price  index  for 
nonresidential  construction  for 
hospitals  and  special  care  facilities. 
Because  building  and  fixed  equipment 
have  an  expected  life  of  25  years,  the 
vintage  weights  for  building  and  fixed 
equipment  are  deemed  to  represent  the 
average  purchase  pattern  of  building 
and  fixed  equipment  over  25-year 
periods.  With  real  building  and  fixed 
equipment  purchase  estimates  available 
back  to  1963,  we  averaged  nineteen  25- 
year  periods  to  determine  the  average 
vintage  weights  for  building  and  fixed 
equipment  that  are  representative  of 
average  building  and  fixed  equipment 
purchase  patterns  over  time.  Vintage 
weights  for  each  25-year  period  are 
calculated  by  dividing  the  real  building 
and  fixed  capital  purchase  amount  in 
any  given  year  by  the  total  amount  of 
purchases  in  the  25-year  period.  This 
calculation  is  done  for  each  year  in  the 
25-year  period,  and  for  each  of  the 
nineteen  25-year  periods.  We  used  the 
average  of  each  year  across  the  nineteen 
25-year  periods  to  determine  the  average 
building  and  fixed  equipment  vintage 
weights  for  the  FY  2006-based  CIPI. 

For  movable  equipment  vintage 
weights,  the  real  annual  capital 
purchase  amounts  for  movable 
equipment  were  used  to  capture  the 


actual  amount  of  the  physical 
acquisition,  net  of  price  inflation.  This 
real  annual  purchase  amount  for 
movable  equipment  was  calculated  by 
deflating  the  nominal  annual  purchase 
amounts  by  the  movable  equipment 
price  proxy,  the  PPI  for  machinery  and 
equipment.  Based  on  our  determination 
that  movable  equipment  has  an 
expected  life  of  12  years,  the  vintage 
weights  for  movable  equipment 
represent  the  average  expenditure  for 
movable  equipment  over  a  12-year 
period.  With  real  movable  equipment 
purchase  estimates  available  back  to 
1963,  thirty-two  12-year  periods  were 
averaged  to  determine  the  average 
vintage  weights  for  movable  equipment 
that  are  representative  of  average 
movable  equipment  purchase  patterns 
over  time.  Vintage  weights  for  each  12- 
year  period  are  calculated  by  dividing, 
the  real  movable  capital  purchase 
amount  for  any  given  year  by  the  total 
amount  of  purchases  in  the  12-year 
period.  This  calculation  was  done  for 
each  year  in  the  12-year  period  and  for 
each  of  the  thirty-two  12-year  periods. 
We  used  the  average  of  each  year  across 
the  thirty -two  12-year  periods  to 
determine  the  average  movable 
equipment  vintage  weights  for  the  FY 
2006-based  CIPI. 


For  interest  vintage  weights,  the 
nominal  annual  capital  purchase 
amounts  for  total  equipment  (building 
and  fixed,  and  movable)  were  used  to 
capture  the  value  of  the  debt 
instrument.  Because  we  have 
determined  that  hospital  debt 
instruments  have  an  expected  life  of  25 
years,  the  vintage  weights  for  interest 
are  deemed  to  represent  the  average 
purchase  pattern  of  total  equipment 
over  25-year  periods.  With  nominal  total 
equipment  purchase  estimates  available 
back  to  1963,  nineteen  25-year  periods 
were  averaged  to  determine  the  average 
vintage  weights  for  interest  that  are 
representative  of  average  capital 
purchase  patterns  over  time.  Vintage 
weights  for  each  25-year  period  are 
calculated  by  dividing  the  nominal  total 
capital  purchase  amount  for  any  given 
year  by  the  total  amount  of  purchases  in 
the  25-year  period.  This  calculation  is 
done  for  each  year  in  the  25-year  period 
and  for  each  of  the  nineteen  25-year 
periods.  We  used  the  average  of  each 
year  across  the  nineteen  25-year  periods 
to  determine  the  average  interest  vintage 
weights  for  the  FY  2006-based  CIPI. 

The  vintage  weights  for  the  FY  2002- 
based  GIPI  and  the  FY  2006-based  CIPI 
are  presented  in  Chart  8. 


Chart  8— FY  2002  Vintage  Weights  and  FY  2006  Vintage  Weights  for  Capital-Related  Price  Proxies 


Note:  Detail  may  not  add  to  total  due  to  rounding. 
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After  the  capital  cost  category  weights 
were  computed,  it  was  necessary  to 
select  appropriate  price  proxies  to 
reflect  the  rate-of-increase  for  each 
expenditure  category.  As  we  proposed, 
in  this  final  rule,  we  used  the  same  price 
proxies  for  the  FY  2006-based  CIPI  that 
were  used  in  the  FY  2002-based  CIPI, 
with  the  exception  of  the  Boeckh 
Construction  Index  (74  FR  24164).  We 
replaced  the  Boeckh  Construction  Index 
with  BEA’s  chained  price  index  for 
nonresidential  construction  for 
hospitals  and  special  care  facilities.  The 
BEA  index  represents  construction  of 
facilities  such  as  hospitals,  nursing 
homes,  hospices,  and  rehabilitation 
centers.  Although  these  price  indices 
move  similarly  over  time,  we  believe 
that  it  is  more  technically  appropriate  to 
use  an  index  that  is  more  specific  to  the 
hospital  industry.  We  believe  these  are 
the  most  appropriate  proxies  for 
hospital  capital  costs  that  meet  our 
selection  criteria  of  relevance, 
timeliness,  availability,  and  reliability. 
The  rationale  for  selecting  the  price 


proxies,  excluding  the  building  and 
fixed  equipment  price  proxy,  was  . 
explained  more  fully  in  the  FY  1997 
IPPS  final  rule  (61  FR  46196). 

The  price  proxies  are  presented  in 
Chart  7. 

Chart  9  below  compares  both  the 
historical  and  forecasted  percent 
changes  in  the  FY  2002-based  CIPI  and 
the  FY  2006-based  CIPI. 

Chart  9 — Comparison  of  FY  2002- 
Based  and  FY  20Q6-Based  Cap¬ 
ital  Input  Price  Index,  Percent 
Change,  FY  2004  Through  FY 
2012 


Fiscal  year 

CIPI, 

FY  2002- 
based 

CIPI, 

FY  2006- 
based 

FY  2004  . 

0.5 

0.8 

FY  2005  . 

0.6 

0.9 

FY  2006  . 

0.9 

1.1 

FY  2007  . 

1.2- 

1.3 

FY  2008  . 

1.4 

1.4 

Forecast: 

FY  2009  . . 

1.7 

1.5 

FY  2010  . 

1.5 

1.2 

Chart  9— Comparison  of  FY  2002- 
Based  and  FY  2006-Based  Cap¬ 
ital  Input  Price  Index,  Percent 
Change,  FY  2004  Through  FY 
2012 — Continued 


Fiscal  year 

CIPI, 

FY  2002- 
based 

CIPI, 

FY  2006- 
based 

FY  2011  . 

1.4 

1.3 

FY  2012  . 

1.6 

1.4 

Average: 

FYs  2004-2008 

0,9 

1.1 

FYs  2009-2012 

1.6 

1.4 

Source:  IHS  Global  Insight,  Inc,  2nd  Quar¬ 
ter  2009;  USMACRO/CONTROL0609 @ 
CISSIM/TL0509.  SIM. 


IHS  Global  Insight,  Inc.  forecasts  a  1.2 
percent  increase  in  the  FY  2006-based 
CIPI  for  FY  2010,  as  shown  in  Chart  9. 
The  underlying  vintage-weighted  price 
increases  for  depreciation  (including 
building  and  fixed  equipment  and 
movable  equipment)  and  interest 
(including  government/nonprofit  and 
for-profit)  are  included  in  Chart  10. 


Chart  10— CMS  Capital  Input  Price  Index  Percent  Changes,  Total  and  Depreciation  and  Interest 

Components,  FYs  2004  Through  2012 


Fiscal  year 

Total 

FY  2004  . 

0.8 

1.5 

FY  2005  . 

0.9 

*1.7 

-3.1 

FY  2006  . 

1.1 

2.0 

-3.2 

FY  2007  . 

. 

1.3 

2.1 

-3.4 

FY  2008  . 

Forecast: 

. : . 

1.4 

2.1 

-2.6 

FY  2009  . 

. 

1.5 

2.1 

-2.0 

FY  2010  . 

1.2 

1.8 

-2.1 

FY  2011  . 

. . L . 

1.3 

1.7 

-1.4 

FY  2012  . 

1.4 

1.7 

-0.7 

Source:  IHS  Global  Insight,  Inc,  2nd  Quarter  2009;  USMACRO/CONTROL0609@CISSIM/TL0509.SIM. 


Rebasing  the  CIPI  from  FY  2002  to  FY 
2006  decreased  the  percent  change  in 
the  FY  2010  forecast  by  0.3  percentage 
point,  from  1.5  to  1.2,  as  shown  in  Chart 
9.  The  difference  in  the  forecast  of  the 
FY  2010  market  basket  increase  is 
primarily  due  to  the  proposed  change  in 
the  price  proxy  for  building  and  fixed 
equipment  as  well  as  the  proposed 
change  in  the  vintage  weights  applied  to 
the  price  proxy  for  interest.  As 
mentioned  above,  we  are  changing  the 
price  proxy  used  for  building  and  fixed 
equipment  to  BEA’s  chained  price  index 
for  nonresidential  construction  for 
hospitals  and  special  care  facilities.  We 
believe  this  change  represents  a 
technical  improvement  as  the  BEA  price 
index  is  an  index  that  is  more 
representative  of  the  hospital  industry. 
For  the  FY  2010  update,  the  result  of 
this  change  is  a  forecasted  price  change 
in  total  depreciation  of  1.8  percent  in 


the  FY  2006-based  CIPI  compared  to  2.0 
percent  in  the  FY  2002-based  CIPI.  The 
other  primary  factor  contributing  to  the 
difference  is  the  change  in  the  vintage 
weights  used  to  calculate  the  vintage- 
weighted  price  proxy  for  interest.  The 
forecasted  price  change  in  total  interest 
is  -2.1  percent  in  the  FY  2006-based 
CIPI  compared  to  —1.5  percent  in  the 
FY  2002-based  CIPI.  This  is  a  result  of 
changing  the  expected  life  of  hospital 
debt  instruments  from  23  years  to  25 
years.  We  did  not  receive  any  public 
comments  on  our  proposed 
methodological  changes  to  the  capital 
input  price  index  published  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24154).  Therefore,  we  are 
adopting  as  final,  without  modification, 
the  proposed  FY  2006-based  CIPI  for  FY 
2010  in  this  final  rule. 


V.  Other  Decisions  and  Changes  to  the 
IPPS  for  Operating  Costs  and  GME 
Costs 

A.  Reporting  of  Hospital  Quality  Data 
for  Annual  Hospital  Payment  Update 

1.  Background 
a.  Overview 

CMS  is  seeking  to  promote  higher 
quality  and  more  efficient  health  care 
for  Medicare  beneficiaries.  This  effort  is 
supported  by  the  adoption  of  an 
increasing  number  of  widely-agreed 
upon  quality  measures.  CMS  has 
worked  with  relevant  stakeholders  to 
define  measures  of  quality  in  almost 
every  setting  and  currently  measures 
some  aspect  of  care  for  almost  all 
Medicare  beneficiaries.  These  measures 
assess  structural  aspects  of  care,  clinical 
processes,  patient  experiences  with 
care,  and,  increasingly,  outcomes. 
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CMS  has  implemented  quality 
measure  reporting  programs  for  multiple 
settings  of  care.  The  Reporting  Hospital 
Quality  Data  for  Annual  Payment 
Update  (RHQDAPU)  program 
implements  a  quality  reporting  program 
for  hospital  inpatient  services.  In 
addition,  CMS  has  implemented  quality 
reporting  programs  for  hospital 
outpatient  services,  the  Hospital 
Outpatient  Quality  Data  Reporting 
Program  (HOP  QDRP),  and  for 
physicians  and  other  eligible 
professionals,  the  Physician  Quality 
Reporting  Initiative  (PQRI).  CMS  has 
also  implemented  quality  reporting 
programs  for  home  health  agencies  and 
skilled  nursing  facilities  that  are  based 
on  conditions  of  participation,  and  an 
end-stage  renal  disease  quality  reporting 
program  that  is  based  on  conditions  for 
coverage. 

b.  Hospital  Quality  Data  Reporting 
Under  Section  501(b)  of  Public  Law 
108-173 

Section  501(b)  of  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003  (MMA), 
Public  Law  108-173,  added  section 
1886(b)(3)(B)(vii)  to  the  Act.  This 
section  established  the  authority  for  the 
RHQDAPU  program  and  revised  the 
mechanism  used  to  update  the 
standardized  payment  amount  for 
inpatient  hospital  operating  costs. 
Specifically,  section  1886(b)(3)(B)(vii)(I) 
of  the  Act,  before  it  was  amended  by 
section  5001(a)  of  Public  Law  109—171, 
provided  for  a  reduction  of  0.4 
percentage  points  to  the  update 
percentage  increase  (also  known  as  the 
market  basket  update)  for  FY  2005 
through  FY  2007  for  any  subsection  (d) 
hospital  that  did  not  submit  data  on  a 
set  of  10  quality  indicators  established 
by  the  Secretary  as  of  November  1,  2003. 
It  also  provides  that  any  reduction 
would  apply  only  to  the  fiscal  year 
involved,  and  would  not  be  taken  into 
account  in  computing  the  applicable 
percentage  increase  for  a  subsequent 
fiscal  year.  The  statute  thereby 
established  an  incentive  for  IPPS 
hospitals  to  submit  data  on  the  quality 
measures  established  by  the  Secretary, 
and  also  built  upon  the  previously 
established  Voluntary  Hospital  Quality 
Data  Reporting  Program  that  we 
described  in  the  FY  2009  IPPS  final  rule 
(73  FR  48598). 

We  implemented  section 
1886(b)(3)(B)(vii)  of  the  Act  in  the  FY 

2005  IPPS  final  rule  (69  FR  49078)  and 
codified  the  applicable  percentage 
change  in  §  412.64(d)  of  our  regulations. 
We  adopted  additional  requirements 
under  the  RHQDAPU  program  in  the  FY 

2006  IPPS  final  rule  (70  FR  47420). 


c.  Hospital  Quality  Data  Reporting 
under  Section  5001(a)  of  Public  Law 
109-171 

Section  5001(a)  of  the  Deficit 
Reduction  Act  of  2005  (DRA),  Public 
Law  109-171,  further  amended  section 
1886(b)(3)(B)  of  the  Act  to  revise  the 
mechanism  used  to  update  the 
standardized  payment  amount  for 
hospital  inpatient  operating  costs,  in 
particular,  by  adding  new  section 
1886(b)(3)(B)(viii)  to  the  Act. 
Specifically,  sections 
1886(b)(3)(B)(viii)(I)  and  (II)  of  the  Act 
provide  that  the  payment  update  for  FY 
2007  and  each  subsequent  fiscal  year  be 
reduced  by  2.0  percentage  points  for  any 
subsection  (d)  hospital  that  does  not 
submit  quality  data  in  a  form  and 
manner,  and  at  a  time,  specified  by  the 
Secretary.  Section  1886(b)(3)(B)(viii)(I) 
of  the  Act  also  provides  that  any 
reduction  in  a  hospital’s  payment 
update  will  apply  only  with  respect  to 
the  fiscal  year  involved,  and  will  not  be 
taken  into  account  for  computing  the 
applicable  percentage  increase  for  a 
subsequent  fiscal  year.  In  the  FY  2007 
IPPS  final  rule  (71  FR  48045),  we 
amended  our  regulations  at 
§  412.64(d)(2)  to  reflect  the  2.0 
percentage  point  reduction  in  the 
payment  update  for  FY  2007  and 
subsequent  fiscal  years  for  subsection 
(d)  hospitals  that  do  not  comply  with 
requirements  for  reporting  quality  data, 
as  provided  for  under  section 
1886(b)(3)(B)(viii)  of  the  Act. 

(1)  Quality  Measures 

Section  1886(b)(3)(B)(viii)(III)  of  the 
Act  requires  that  the  Secretary  expand 
the  “starter  set”  of  10  quality  measures 
that  was  established  by  the  Secretary  as 
of  November  1,  2003,  as  the  Secretary 
determines  to  be  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  a  hospital  in  inpatient 
settings.  In  expanding  this  set  of 
measures,  section  1886(h)(3)(B)(viii)(IV) 
of  the  Act  requires  that,  effective  for 
payments  beginning  with  FY  2007,  the 
Secretary  begin  to  adopt  the  baseline  set 
of  performance  measures  as  set  forth  in 
a  report  issued  by  the  Institute  of 
Medicine  (IOM)  of  the  National 
Academy  of  Sciences  under  section 
238(b)  of  Public  Law  108-1 73. 8 

The  IOM  measures  include:  21 
Hospital  Quality  Alliance  (HQA)  quality 
measures  (including  the  “starter  set”  of 


8  Institute  of  Medicine,  “Performance 
Measurement:  Accelerating  Improvement," 
December  1,  2005,  available  at:  http:// 
www.iom.edu/CMS/3809/19805/31310.aspx.  IOM 
set  forth  these  baseline  measures  in  a  November 
2005  report.  However,  the  IOM  report  was  not 
released  until  December  1,  2005  on  the  IOM  Web 
site. 


10  quality  measures);  the  Hospital 
Consumer  Assessment  of  Health 
Providers  and  Systems  (HCAHPS) 
patient  experience  of  care  survey;  and  3 
structural  measures.9  The  structural 
measures  are:  (1)  Adoption  of 
computerized  provider  order  entry  for 
prescriptions;  (2)  staffing  of  intensive 
care  units  with  intensivists;  and  (3) 
evidence-based  hospital  referrals.  These 
structural  measures  constitute  the 
Leapfrog  Group’s  original  “three  leaps,” 
and  are  part  of  the  National  Quality 
Forum’s  (NQF’s)  30  Safe  Practices  for 
Better  Healthcare.  The  HCAHPS  survey 
is  part  of  the  Consumer  Assessment  of 
Healthcare  Providers  and  Systems 
(CAHPS)  program,  which  develops  and 
supports  the  use  of  a  comprehensive 
and  evolving  family  of  standardized 
surveys  that  ask  consumers  and  patients 
to  report  on  and  evaluate  their 
experiences  with  hehlth  care.  These 
surveys  cover  topics  that  are  important 
to  consumers,  such  as  the 
communication  skills  of  providers  and 
the  accessibility  of  services.  CAHPS 
originally  stood  for  the  Consumer 
Assessment  of  Health  Plans  Study,  but 
as  the  products  have  evolved  beyond 
health  plans,  the  name  has  evolved  as 
well  to  capture  the  full  range  of  survey 
products  and  tools. 

Section  1886(b)(3)(B)(viii)(V)  of  the 
Act  requires  that,  effective  for  payments 
beginning  with  FY  2008,  the  Secretary 
add  other  quality  measures  that  reflect 
consensus  among  affected  parties,  and 
to  the  extent  feasible  and  practicable, 
have  been  set  forth  by  one  or  more 
national  consensus  building  entities. 
The  NQF  is  a  voluntary  consensus 
standard-setting  organization  with  a 
diverse  representation  of  consumer, 
purchaser,  provider,  academic,  clinical, 
and  other  health  care  stakeholder 
organizations.  The  NQF  was  established 
to  standardize  health  care  quality 
measurement  and  reporting  through  its 
consensus  development  process.  We 
have  generally  adopted  NQF-endorsed 
measures.  However,  we  believe  that 
consensus  among  affected  parties  also 
can  be  reflected  by  other  means, 
including  consensus  achieved  dining  • 
the  measure  development  process, 
consensus  shown  through  broad 
acceptance  and  use  of  measures,  and 
consensus  through  public  comment. 

Section  1886(b)(3)(B)(viii)(VI)  of  the 
Act  authorizes  the  Secretary  to  replace 
any  quality  measures  or  indicators  in 


9  Structural  measures  assess  characteristics  linked 
to  the  capacity  of  the  provider  to  deliver  quality 
healthcare.  Institute  of  Medicine:  Division  of  Health 
Care  Services.  Measuring  the  Quality  of  Health 
Care:  A  Statement  by  the  National  Roundtable  on 
Healthcare  Quality.  National  Academy  Press; 
Washington,  DC  1999. 
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appropriate  cases,  such  as  where  all 
hospitals  are  effectively  in  compliance 
with  a  measure,  or  the  measures  or 
indicators  have  been  subsequently 
shown  to  not  represent  the  best  clinical 
practice.  Thus,  the  Secretary  is  granted 
broad  discretion  to  replace  measures 
that  are  no  longer  appropriate  for  the 
RHQDAPU  program. 

In  the  FY  2007  IPPS  final  rule,  we 
began  to  expand  the  RHQDAPU 
program  measures  by  adding  11  quality 
measures  to  the  10-measure  starter  set  to 
establish  an  expanded  set  of  21  quality 
measures  for  the  FY  2007  payment 
determination  (71  FR  48033  through 
48037,  48045). 

In  the  CY  2007  OPPS/ASC  final  rule 
(71  FR  68201),  we  adopted  six 
additional  quality  measures  for  the  FY 
2008  payment  determination,  for  a  total 
of  27  measures.  Two  of  these  measures 
(30-Day  Risk  Standardized  Mortality 
Rates  for  Heart  Failure  and  30-Day  Risk 
Standardized  Mortality  Rates  for  AMI) 
were  calculated  using  existing 
administrative  Medicare  claims  data; 
thus,  no  additional  data  submission  by 
hospitals  was  required  for  these  two 
measures.  The  measures  used  for  the  FY 


2008  payment  determination  included, 
for  the  first  time,  the  HCAHPS  patient 
experience  of  care  survey. 

In  the  FY  2008  IPPS  final  rule  (72  FR 
47348  through  47358)  and  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66875  through  66877),  we 
added  three  additional  process 
measures  to  the  RHQDAPU  program 
measure  set.  (These  three  measures  are 
SCIP-Infection-4:  Cardiac  Surgery 
Patients  with  Controlled  6AM 
Postoperative  Serum  Glucose,  SCIP- 
Infection-6:  Surgery  Patients  with 
Appropriate  Hair  Removal,  and 
Pneumonia  30-day  mortality  (Medicare 
patients).)  The  addition  of  these  3 
measures  brought  the  total  number  of 
RHQDAPU  program  measures  to  be 
used  for  the  FY  2009  payment 
determination  to  30  (72  FR  66876).  The 
30  measures  used  for  the  FY  2009 
annual  payment  determination  are 
listed  in  the  FY  2009  IPPS  final  rule  (73 
FR  48600  through  48601). 

For  the  FY  2010  payment 
determination,  we  added  15  new 
measures  to  the  RHQDAPU  program 
measure  set  and  retired  one.  Of  the  new 
measures,  13  were  adopted  in  the  FY 


* 

2009  IPPS  final  rule  (73  FR  48602 
through  48611)  and  two  additional 
measures  were  finalized  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment  • 
period  (73  FR  68780  through  68781). 
This  resulted  in  an  expansion  of  the 
RHQDAPU  program  measures  from  30 
measures  for  the  FY  2009  payment 
determination  to  44  measures  for  the  FY 

2010  payment  determination.  The 
RHQDAPU  program  measures  for  the  FY 
2010  payment  determination  consist  of: 
26  chart-abstracted  process  measures, 
which  measure  care  provided  for  Acute 
Myocardial  Infarction  (AMI),  Heart 
Failure  (HF),  Pneumonia  (PN),  or 
Surgical  Care  Improvement  (SCIP);  6 
claims-based  measures,  which  evaluate 
30-day  mortality  or  30-day  readmission 
rates  for  AMI,  HF,  or  PN;  9  AHRQ 
claims-based  patient  safety/inpatient 
quality  indicator  measures;  1  claims- 
based  nursing  sensitive  measure;  1 
structural  measure  that  assesses 
participation  in  a  systematic  database 
for  cardiac  surgery;  and  the  HCAHPS 
patient  experience  of  care  survey.  The 
measures  are  listed  below. 


Topic 


determination 


Acute  Myocardial  Infarction  (AMI) 


Heart  Failure  (HF) 


Pneumonia  (PN) 


Surgical  Care  Improvement  Project  (SCIP) 


AMI-1  Aspirin  at  arrival. 

AMI-2  Aspirin  prescribed  at  discharge. 

AMI-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or 
Angiotensin  II  Receptor  Blocker  (ARB)  for  left  ventricular  systolic 
dysfunction. 

AMI-4  Adult  smoking  cessation  advice/counseling. 

AMI-5  Beta  blocker  prescribed  at  discharge. 

AMI-6  Beta  blocker  at  arrival. 

AMI-7a  Fibrinolytic  (thrombolytic)  agent  received  within  30  minutes 
of  hospital  arrival. 

AMI-8a  Timing  of  Receipt  of  Primary  Percutaneous  Coronary  Inter¬ 
vention  (PCI). 

HF-1  Discharge  instructions. 

HF-2  Left  ventricular  function  assessment. 

HF-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or 
Angiotensin  II  Receptor  Blocker  (ARB)  for  left  ventricular  systolic 
dysfunction. 

HF— 4  Adult  smoking  cessation  advice/counseling. 

PN-2  Pneumococcal  vaccination  status. 

PN-3b  Blood  culture  performed  before  first  antibiotic  received  in  hos¬ 
pital. 

PN-4  Adult  smoking  cessation  advice/counseling. 

PN-5c  Timing  of  receipt  of  initial  antibiotic  following  hospital  arrival. 
PN-6  Appropriate  initial  antibiotic  selection. 

PN-7  Influenza  vaccination  status. 

SCIP-1  Prophylactic  antibiotic  received  within  1  hour  prior  to  surgical 
incision. 

SCIP-3  Prophylactic  antibiotics  discontinued  within  24  hours  after 
surgery  end  time.  ' 

SCIP-VTE-1:  Venous  thromboembolism  (VTE)  prophylaxis  ordered 
for  surgery  patients. 

SCIP-VTE-2:  VTE  prophylaxis  within  24  hours  pre/post  surgery. 
SCIP-lnfection-2:  Prophylactic  antibiotic  selection  for  surgical  pa¬ 
tients. 

SCIP-tnfection-4:  Cardiac  Surgery  Patients  with  Controlled  6AM 
Postoperative  Serum  Glucose. 

SCIP-lnfection-6:  Surgery  Patients  with  Appropriate  Hair  Removal. 
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Topic 


Mortality  Measures  (Medicare  Patients) 


Patients’  Experience  of  Care . 

Readmission  Measures  (Medicare  Patients) 


AHRQ  Patient  Safety  Indicators  (PSIs),  Inpatient  Quality  Indicators 
(IQIs)  and  Composite  Measures. 


Nursing  Sensitive 
Cardiac  Surgery  . 


RHQDAPU  program  quality  measures  for  the  FY  2010  payment 
determination 

•  SCIP-Cardiovascular-2:  Surgery  Patients  on  a  Beta  Blocker  Prior  to 
Arrival  Who  Received  a  Beta  Blocker  During  the  Perioperative  Pe¬ 
riod. 

•  MORT-30-AMI:  Acute  Myocardial  Infarction  30-day  mortality-Medi- 
care  patients. 

•  MORT-30-HF:  Heart  Failure  30-day  mortality — Medicare  patients. 

•  MORT-30-PN:  Pneumonia  30-day  mortality  — Medicare  patients. 

•  HCAHPS  survey. 

•  READ-30-HF:  Heart  Failure  30-Day  Risk  Standardized  Readmission 
Measure  (Medicare  patients). ' 

•  READ-30-AMI:  Acute  Myocardial  Infarction  30-Day  Risk  Standard¬ 
ized  Readmission  Measure  (Medicare  patients). 

•  READ-30-PN:  Pneumonia  30-Day  Risk  Standardized  Readmission 
Measure  (Medicare  patients). 

•  PSI  04:  Death  among  surgical  patients  with  treatable  serious  com¬ 
plications. 

•  PSI  06:  Iatrogenic  pneumothorax,  adult. 

•  PSI  14:  Postoperative  wound  dehiscence. 

•  PSI  15:  Accidental  puncture  or  laceration. 

•  IQI  1 1 :  Abdominal  aortic  aneurysm  (AAA)  mortality  rate  (with  or  with¬ 
out  volume). 

•'  IQI  19:  Hip  fracture  mortality  rate. 

•  Mortality  for  selected  surgical  procedures  (composite). 

•  Complication/patient  safety  for  selected  indicators  (composite). 

•  Mortality  for  selected  medical  conditions  (composite). 

•  Failure  to  Rescue  (Medicare  claims  only). 

•  Participation  in  a  Systematic  Database  for  Cardiac  Surgery. 


On  December  31,  2008,  CMS  advised 
hospitals  that  they  would  no  longer  be 
required  to  submit  data  for  the 
RHQDAPU  program  measure  AMI-6- 
Beta  blocker  at  arrival,  beginning  with 
discharges  occurring  on  April  1,  2009. 
This  change  was  based ‘on  the  evolving 
evidence  regarding  AMI  patient  care,  as 
well  as  changes  in  the  American  College 
of  Cardiology/ American  Heart 
Association  (ACC/ AHA)  practice 
guidelines  for  ST-segment  elevation 
myocardial  infarction  and  non-ST 
segment  elevation  myocardial 
infarction,  upon  which  AMI-6  is  based. 
The  new  guideline  recommends  that 
early  intravenous  beta-blockers 
specifically  should  be  avoided  in  certain 
patient  populations  due  to  increased 
mortality  risk.  These  patients  are 
identified  by  a  complex  set  of 
contraindications  that  we  believe  would 
make  revision  of  the  measure 
impractical  and  might  result  in 
unintended  consequences,  including 
harm  to  patients  based  on 
misinterpretation  of  an  overly  complex 
measure  in  the  clinical  setting.  Based  on 
the  new  studies,  the  ACC/ AH  A  Task 
Force  on  Performance  Measures 
removed  this  measure  from  the  set  of 
AMI  performance  measures  as  of 
November  10,  2008,  and  did  not  replace 
the  measure.  CMS  took  action  to  remove 
the  measure  from  reporting  initiatives 
based  on  the  lack  of  support  by  the 
measure  developer  and  the 
considerations  identified  above. 


We  discussed  considerations  relating 
to  retiring  or  replacing  measures  in  the 
FY  2008  IPPS  final  rule  with  comment 
period  and  the  FY  2009  IPPS  final  rule, 
including  the  “topping  out”  of 
hospitals’  performance  under  a  measure 
(72  FR  47358  through  47359  and  73  FR 
48603  through  48604,  respectively). 
However,  in  this  instance,  the  measure 
no  longer  “represents]  the  best  clinical 
practice,”  an  additional  basis  under 
section  1886(b)(3)(B)(viii)(VI)  of  the  Act 
for  retiring  a  measure.  For  the  FY  2010 
payment  determination  and  subsequent 
payment  determinations,  we  have 
formally  retired  the  AMI-6  measure 
from  the  RHQDAPU  program.  Therefore, 
hospitals  participating  in  the  RHQDAPU 
program  are  not  required  to  submit  data 
on  the  AMI-6  measure  beginning  with 
discharges  occurring  on  April  1,  2009. 
However,  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24167), 
we  sought  public  comment  on  the 
retirement  of  the  AMI-6  measure. 

Comment:  Many  commenters 
supported  immediate  retirement  of 
quality  measures,  including  AMI-6,  for 
which  evolving  clinical  evidence 
suggests  potential  patient  safety 
concerns.  Other  commenters  suggested 
that  CMS  seek  public  input  when  it  is 
considering  immediate  retirement  of  a 
measure.  These  commenters  also 
indicated  that  measure  retirement  for 
other  reasons  should  be  conducted 
through  the  rulemaking  process.  One 
commenter  indicated  that  formal 
retirement  through  rulemaking 


following  immediate  retirement  is 
confusing. 

Response:  We  believe  that  immediate 
retirement  of  quality  measures  should 
occur  when  the  clinical  evidence 
suggests  that  continued  collection  of  the 
data  may  result  in  harm  to  patients. 
Under  such  circumstances,  we  may  not 
be  able  to  wait  until  the  annual 
rulemaking  cycle  or  until  we  have  had 
the  opportunity  to  obtain  input  from  the 
public  to  retire  the  measure  because  of 
the  necessity  to  discourage  potentially 
harmful  practices  which  may  result 
from  continued  collection  of  the 
measure.  We  agree  with  the  commenters 
that  retirement  of  measures  for  reasons 
other  than  potential  patient  safety 
concerns  should  occur  through  the 
rulemaking  process  allowing  for  public 
comment.  Because  we  generally  adopt 
and  retire  RHQDAPU  program  quality 
measures  through  the  rulemaking 
process  (except  for  the  immediate 
retirement  exception  we  are  adopting  in 
this  final  rule),  we  believe  that  it  is 
appropriate  to  use  the  rulemaking 
process  to  confirm  the  retirement  of 
measures  that  were  the  subject  of  recent 
immediate  retirement  activity. 

.  (2)  Maintenance  of  Technical 
Specifications  for  Quality  Measures 

The  technical  specifications  for  each 
RHQDAPU  program  measure  are  listed 
in  the  CMS/The  Joint  Commission 
Specifications  Manual  for  National 
Hospital  Inpatient  Quality  Measures 
(Specifications  Manual).  This 
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Specifications  Manual  is  posted  on  the 
CMS  QualityNet  Web  site  at  https:// 
www.QualityNet.org/.  We  maintain  the 
technical  specifications  by  updating  this 
Specifications  Manual  semiannually,  or 
more  frequently  in  unusual  cases,  and 
include  detailed  instructions  and 
calculation  algorithms  for  hospitals  to 
use  when  collecting  and  submitting  data 
on  required  measures.  In  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24167),  we  invited  public 
comment  on  our  process  of  notifying  the 
public  about  the  technical  specifications 
for  RHQDAPU  program  quality 
measures  and  whether  it  can  be 
improved  to  enable  more  meaningful 
public  comment  on  our  proposed  ^ 
measures.  We  also  invited  public 
comment  on  whether  the  information 
posted  on  the  https:// 
www.QualityNet.org  Web  site,  including 
the  frequency  with  which  this 
information  is  updated,  provides 
hospitals  enough  information  and  time 
to  implement  the  collection  of  data 
necessary  for  these  required  quality 
measures. 

Comment:  Commenters  agreed  that 
timely  updates  to  quality  measures  are 
necessary  for  maintaining  comparable 
and  credible  measurement  results  and 
supported  our  process  for  posting 
changes  to  the  Specifications  Manual  on 
the  QualityNet  Web  site,  and  issuing 
notifications  regarding  updates  issued. 
Some  commenters  suggested  adding 
other  methods  to  notify  stakeholders  as 
to  technical  specifications  updates. 

These  suggestions  included  utilizing  a 
Real  Simple  Syndication  (RSS)  to  send 
e-mail  alerts  to  stakeholders,  providing 
links  to  specifications  not  on  the 
QualityNet  Web  site,  listserv 
notifications,  sharing  the  draft  technical 
specifications  with  hospitals  and  data 
vendors  30  days  prior  to  their  release  so 
that  errors  and  omissions  can  be 
identified  and  corrected  before  the  final 
version  of  the  specifications  is  released, 
and  not  releasing  the  Specifications 
Manual  until  all  revisions  and  updates 
are  complete,  thereby  reducing  the 
number  of  addenda.  One  commenter 
requested  that  the  Specifications 
Manual  be  released  with  all  relevant 
changes  once  a  year. 

Response:  We  will  consider  these 
suggestions  for  other  methods  to  notify 
stakeholders  as  to  technical 
specifications  updates.  The 
Specifications  Manual  is  updated  in  two 
scheduled  releases  a  year  occurring  at  6 
month  intervals  in  order  to  incorporate 
updates  to  the  code  sets  used  in  die 
measure  specifications,  add  or  remove 
measures,  and  to  provide  vendors  with 
adequate  notice  of  changes.  The 
Specifications  Manual  contains 


specifications  for  measures  that  have 
been  adopted  into  the  RHQDAPU 
program.  However,  we  may  include 
specifications  for  some  of  the  proposed 
measures  or  measures  under 
consideration  for  preview  purposes 
only.  Specifications  for  measures  that 
are  under  development  are  not  included 
in  the  Specifications  Manual. 

(3)  Public  Display  of  Quality  Measures 

Section  1886(b)(3)(B)(viii)(VII)  of  the 
Act  requires  that  the  Secretary  establish 
procedures  for  making  quality  data 
available  to  the  public  after  ensuring 
that  a  hospital  has  the  opportunity  to 
review  its  data  before  these  data  are 
made  public.  Data  from  the  RHQDAPU 
program  are  included  on  the  Hospital 
Compare  Web  site,  https:// 
www.hospitalcompare.hhs.gov.  The 
RHQDAPU  program  currently  includes 
process  of  care  measures,  risk  adjusted 
outcome  measures,  the  HCAHPS  patient 
experience  of  care  survey,  and  a 
structural  measure  regarding  cardiac 
surgery  registry  participation.  This  Web 
site  assists  beneficiaries  and  the  general 
public  by  providing  information  bn 
hospital  quality  of  care  to  consumers 
who  need  to  select  a  hospital.  It  further 
serves  to’  encourage  consumers  to  work 
with  their  doctors  and  hospitals  to 
discuss  the  quality  of  care  hospitals 
provide  to  patients,  thereby  providing 
an  additional  incentive  to  hospitals  to 
improve  the  quality  of  care  that  they 
furnish. 

Comment:  Several  commenters 
submitted  suggestions  for  improving 
public  reporting  of  RHQDAPU  program 
measures  on  the  Hospital  Compare  Web 
site.  A  number  of  commenters  stated 
that  the  Hospital  Compare  Web  site  is. 
cumbersome  to  navigate  and  that  data 
are  displayed  in  a  rigid  fashion.  The 
commenters  suggested  that  CMS  give 
end  users  the  flexibility  to  create 
customized  reports  or  tailor  the  data 
display  to  the  end  user’s  needs.  Some 
commenters  also  suggested  that 
hospitals  would  benefit  from  examining 
how  well  they  are  performing  if  they 
had  access  to  reports  that  show 
performance  on  the  care  processes  that 
take  place  during  discharge.  Other 
commenters  stated  that  the  display  of 
data  on  the  Hospital  Compare  Web  site 
for  the  public  may  be  interpreted  as 
encouraging  performance  at  100  percent 
on  the  measures  even  though  lower 
levels  of  performance  on  measures  may 
be  appropriate,  and  requested  that  CMS 
remove  the  current  wording  under  the 
“Learn  how  to  use  the  information  from 
this  site”  link  on  the  Hospital  Compare 
Web  site  because  it  misrepresents  to  the 
public  what  the  appropriate  quality 
benchmarks  are  for  certain  measures. 


Several  commenters  supported  the 
adoption  of  a  more  consumer-friendly 
star  rating  system  for  hospitals  that 
would  allow  consumers  to  make 
decisions  about  where  to  receive  care 
based  on  a  composite  “score”  for  the 
facility,  rather  than  minor  performance 
differences  on  individual  measures. 
Another  commenter  disagreed  with 
posting  results  on  the  Hospital  Compare 
Web  site  when  a  hospital  has  fewer  than 
25  eligible  cases  in  a  reporting  period 
for  a  measure,  stating  that  the  results 
may  not  be  statistically  valid  or 
understood  by  most  health  care 
consumers.  Another  commenter  stated 
that  all  reporting  formats  should  be 
tested  with  consumers  before  being 
publicly  displayed. 

Response:  Section 
1886(b)(3)(B)(viii)(VII)  of  the  Act 
requires  that  the  Secretary  establish 
procedures  for  making  the  data  reported 
under  the  RHQDAPU  program  available 
to  the  public.  We  appreciate  these 
suggestions  regarding  potential 
improvements  to  the  Hospital  Compare 
Web  site.  We  continue  to  conduct 
consumer  focus  groups  and  work  to 
identify  areas  for  improvement,  and  will 
make  changes  that  we  believe  are 
beneficial.  In  terms  of  a  report  that 
focuses  upon  care  provided  at 
discharge,  hospitals  can  use  their 
quarterly  Hospital  Compare  preview 
reports,  the  downloadable  Hospital 
Compare  data  sets,  and  other  QualityNet 
reports  to  examine  their  performance  on 
measures  that  relate  to  care  provided  at 
discharge.  Although  we  do  not  believe 
that  the  current  wording  in  the  “ Learn 
how  to  use  the  information  from  this 
site”  is  misleading,  we  will  re-examine 
the  language  and  determine  whether  it 
would  be  appropriate  to  make  changes. 
We  are  also  working  on  condition- 
specific  (AMI,  HF,  PN,  SCIP  and 
HCAHPS)  composites  for  the  Hospital 
Compare  Web  site  in  the  future  to  make 
it  more  consumer-friendly. 

On  the  Hospital  Compare  Web  site, 
we  employ  a  footnote  for  rates  based 
upon  fewer  than  25  cases:  “The  number 
of  cases  is  too  small  (<25)  to  reliably  tell 
how  well  a  hospital  is  performing,”  but 
display  the  rate  so  that  consumers  can 
decide  whether  and  how  to  consider  the 
information. 

2.  Retirement  of  RHQDAPU  Program 
Measures 

As  stated  above,  we  retired  the  AMI- 
6  measure  from  the  RHQDAPU  program 
measure  set  beginning  with  discharges 
occurring  on  April  1,  2009,  because  we 
believed,  based  on  new  evidence,  that 
the  continued  use  of  the  measure  raised 
specific  patient  safety  concerns.  In 
situations  such  as  this,  we  do  not 
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believe  that  it  is  appropriate  to  wait  for 
the  annual  rulemaking  cycle.  Rather,  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24168),  we 
proposed  to  promptly  retire  the  measure 
and  notify  hospitals  and  the  public  of 
the  retirement  of  the  measure  and  the 
reasons  for  its  retirement  through  the 
usual  hospital  and  QIO  communication 
channels  used  for  the  RHQDAPU 
program,  which  include  e-mail  blasts  to 
hospitals  and  the  dissemination  of 
Standard  Data  Processing  System 
(SDPS)  memoranda  to  QIOs,  as  well  as 
posting  the  information  on  the 
QualityNet  Web  site.  We  proposed  to 
confirm  the  retirement  of  the  measure  in 
the  next  IPPS  rulemaking.  In  other 
circumstances  where  we  do  not  believe 
that  continued  use  of  a  measure  raises 
specific  patient  safety  concerns,  we 
intend  to  use  the  regular  rulemaking 
process  to  retire  a  measure. 

We  invited  public  comment  on 
whether  any  other  RHQDAPU  program 
measures  should  he  retired  from  the 
RHQDAPU  program,  as  well  as  on  the 
criteria  that  should  be  used  in  retiring 
measures.  To  the  extent  that 
performance  has  improved  because  of 
the  collection  and  public  display  of 
quality  measures,  we  also  invited  public 
comment  on  how  performance  could  be 
maintained  on  the  “topped  out” 
measures  once  they  are  retired.  We  note 
that  many  of  the  measures  in  the 
existing  program  have  experienced 
improved  performance  rates  over  the 
years.  On  our  Web  site,  https:// 
www.cms.hhs.gov/HospitalQualityInits/, 
we  have  posted  the  performance  rates 
for  the  existing  measures  over  the  years 
that  they  have  been  collected  through 
the  RHQDAPU  program.  However,  thus 
far,  only  one  measure,  the  pneumonia 
oxygenation  assessment  measure,  has 
reached  such  a  high  level  of  compliance 
(nearly  100  percent  for  the  vast  majority 
of  hospitals)  that  we  retired  the 
measure. 

Comment:  Some  commenters 
recommended  11  measures  for 
retirement  for  varying  reasons.  Seven  of 
these  measures  were  recommended  for 
retirement  based  on  their  performance 
being  uniformly  high  nationwide,  with 
little  variability  among  hospitals.  These 
seven  measures  are: 

•  AMI-1  Aspirin  at  arrival 

•  AMI-3  ACEI/ ARB  for  left 
ventricular  systolic  dysfunction 

•  AMI-4  Adult  smoking  cessation 
advice/ counseling 

•  AMI-5  Beta-blocker  prescribed  at 
discharge 

•  HF-4  Adult  smoking  cessation 
advice/counseling 

•  PN-4  Adult  smoking  cessation 
advice/counseling 


•  SCIP-Infection-6:  Surgery  patients 
with  appropriate  hair  removal 

Commenters  also  recommended  that 
CMS  implement  an  ongoing 
surveillance  mechanism  for  measures 
that  are  retired  due  to  unvarying  high 
performance  rates  nationwide  in  order 
to  prevent  deterioration  of  performance. 

Four  of  the  11  measures 
recommended  for  retirement  from  the 
RHQDAPU  program  were  recommended 
for  reasons  other  than  high  unvarying 
performance.  These  four  measures  are: 

•  HF-1  Discharge  instructions 

•  PN-3b  Blood  culture  performed 
before  first  antibiotic  received  in 
hospital 

•  SCIP-Infection-2:  Prophylactic 
antibiotic  selection  for  surgical  patients 

•  SCIP-Infection-4:  Cardiac  Surgery 
Patients  with  Controlled  6AM 
Postoperative  Serum  Glucose 

With  regard  to  the  HF-1  Discharge 
instructions  measure,  a  commenter 
stated  that  while  high  quality  discharge 
instructions  are  important  for  better 
outcomes,  this  measure  neither 
measures  nor  affects  the  quality  of  the 
discharge  instruction.  Another 
commenter  stated  that  the  complexity  of 
the  data  collection  guidelines  for  this 
measure  outweighs  its  value. 

Several  commenters  recommended 
retirement  of  measure  PN-3b,  Blood 
culture  performed  before  first  antibiotic 
received  in  hospital,  because  they 
believe  that  it  does  not  align  with 
current  clinical  guidelines. 

Some  commenters  also  suggested 
retirement  of  the  SCIP-Infection-2: 
Prophylactic  antibiotic  selection  for 
surgical  patients  measure  because  the 
measure  is  overly  complicated  and 
confusing,  and  the  SCIP-Infection-4: 
Cardiac  Surgery  Patients  with 
Controlled  6AM  Postoperative  Serum 
Glucose  measure  because  of  a  perceived 
risk  of  complications  due  to  extended 
insulin  drips.  Several  commenters 
suggested  that  CMS  develop  a  process 
for  determining  when  process  measures 
should  be  retired  to  accommodate  the 
inclusion  of  broad  outcome  measures  on 
a  topic,  and  that  CMS  retire  measures 
when  negative  unintended 
consequences  result. 

Response:  We  will  consider  these 
suggestions  for  measures  to  retire  in  a 
future  rulemaking.  We  note  that  we  will 
continue  to  retire  measures  based  on 
reasons  other  than  potential  harm  to 
patients  by  using  the  rulemaking 
process,  and  we  believe  it  is  important 
to  weigh  all  relevant  factors  and 
consequences  related  to  retirement  of  a 
measure  with  affected  parties  before 
proposing  retirement.  We  agree  that 
high  levels  of  unvarying  performance 
across  hospitals  should  be  among  the 


factors  considered  in  measure 
retirement.  Such  measures  do  not  afford 
opportunities  for  improvements  in  care, 
nor  do  they  allow  consumers  to  discern 
meaningful  differences  in  performance 
among  hospitals. 

We  currently  do  not  have  mechanisms 
available  to  conduct  continued 
surveillance  of  retired  measures,  but 
will  explore  options  for  monitoring 
whether  the  performance  on  retired 
measures  deteriorates  following  their 
retirement.  We  also  agree  that  quality 
measures  should  relate  to  high  quality 
care  processes,  should  be  related  to 
better  patient  outcomes,  should  align 
with  current  clinical  guidelines  when 
possible,  and  should  not  be  overly 
burdensome  to  collect.  We  will  consider 
these  factors  when  evaluating  current 
RHQDAPU  program  measures  for 
retirement.  We  agree  that  outcome 
measures  are  useful  indicators  of 
quality,  and  in  recent  years  have  added 
outcome  measures  for  mortality, 
readmission,  and  patient  safety 
indicators  to  the  RHQDAPU  program. 
However,  we  do  not  believe  that 
outcome  measures  necessarily  render 
process  measures  incompatible  or 
redundant. 

Also,  we  agree  that  measures  should 
be  evaluated  for  negative  unintended 
consequences,  and  that  this  should  be  a 
consideration  for  measure  retirement. 

We  strive  to  stay  informed  about 
measure  support  in  current  scientific 
literature,  the  continuing  ability  of 
measures  to  assess  quality  of  care,  and 
evolving  unintended  consequences. 
Some  negative  unintended 
consequences  (such  as  patient  harm) 
may  warrant  immediate  action  while 
other  consequences  (such  as  increased 
burden  on  the  hospital)  may  need  to  be 
weighed  against  the  utility  of  continuing 
to  collect  and  publicly  post  the  measure. 

Comment:  One  commenter  indicated 
that  there  are  no  further  measures  that 
needed  to  be  retired  because  there  are 
no  other  “topped  out”  measures." 

Response:  We  have  observed  and 
other  commenters  have  pointed  out>  that 
there  may  be  a  number  of  RHQDAPU 
program  measures  that  have  high  levels 
of  unvarying  performance.  However,  as 
we  stated  in  the  response  to  a  previous 
comment,  we  also  believe  that  there  are 
other  criteria  that  we  must  additionally 
consider  before  we  propose  to  retire  a 
measure  from  the  RHQDAPU  program. 
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3.  Quality  Measures  for  the  FY  2011 
Payment  Determination  and  Subsequent 
Years 

a.  Considerations  in  Expanding  and 
Updating  Quality  Measures  Under  the 
RHQDAPU  Program 

In  the  FY  2009  IPPS  proposed  rule, 
we  solicited  public.comment  on  several 
considerations  related  to  expanding  and 
updating  quality  measures,  including 
how  to  reduce  the  burden  on  the 
hospitals  participating  in  the  RHQDAPU 
program  and  which  approaches  to 
measurement  and  collection  would  be 
most  useful  while  minimizing  burderf 
(73  FR  23653  through  23654). 

In  the  FY  2009  IPPS  final  rule,  we 
responded  to  the  public  comments  we 
received  on  these  issues  (73  FR  48613 
through  48616).  We  also  stated  that  in 
future  expansions  and  updates  to  the 
RHQDAPU  program  measure  set,  we 
would  be  taking  into  consideration 
several  important  goals.  These  goals 
include:  (a)  Expanding  the  types  of 
measures  beyond  process  of  care 
measures  to  include  an  increased 
number  of  outcome  measures,  efficiency 
measures,  and  patients’  experience-of- 
care  measures;  (b)  expanding  the  scope 
of  hospital  services  to  which  the 
measures  apply;  (c)  considering  the 
burden  on  hospitals  in  collecting  chart- 
abstracted  .data;  (d)  harmonizing  the 
measures  used  in  the  RHQDAPU 
program  with  other  CMS  quality 
programs  to  align  incentives  and 
promote  coordinated  efforts  to  improve 
quality;  (e)  seeking  to  use  measures 
based  on  alternative  sources  of  data  that 
do  not  require  chart  abstraction  or  that 
utilize  data  already  being  reported  by 
many  hospitals,  such  as  data  that 
hospitals  report  to  clinical  data 
registries,  or  all-payer  claims  data  bases; 
and  (f)  weighing  the  relevance  and 
utility  of  the  measures  compared  to  the 
burden  on  hospitals  in  submitting  data 
under  the  RHQDAPU  program. 
Specifically,  we  give  priority  to  quality 
measures  that  assess  performance  on:  (a) 
Conditions  that  result  in  the  greatest 
mortality  and  morbidity  in  the  Medicare 
population;  (b)  conditions  that  are  high 
volume  and  high  cost  for  the  Medicare 
program;  and  (c)  conditions  for  which 
wide  cost  and  treatment  variations  have 
been  reported,  despite  established 
clinical  guidelines.  We  have  used  and 
continue  to  use  these  criteria  to  guide 
our  decisions  regarding  what  measures 
to  add  to  the  RHQDAPU  program 
measure  set. 

Although  RHQDAPU  program 
payment  decisions  were  initially  based 
solely  on  a  hospital’s  submission  of 
chart-abstracted  quality  measure  data,  in 
recent  years  we  have  adopted  measures, 


including  structural  and  claims-based 
quality  measures  that  do  not  require  a 
hospital  to  submit  chart-abstracted 
clinical  data.  This  supports  our  stated 
goal  to  expand  the  measures  for  the 
RHQDAPU  program  while  minimizing 
the  burden  on  hospitals  and,  in 
particular,  without  significantly 
increasing  the  chart  abstraction  burden. 

In  addition  to  claims-based  measures, 
we  are  considering  registries 10  and 
electronic  health  records  (EHRs)  as 
alternative  ways  to  collect  data  from 
hospitals.  Many  hospitals  submit  data  to 
and  participate  in  existing  registries.  In 
addition,  registries  often  capture 
outcome  information  and  provide 
ongoing  quality  improvement  feedback 
to  registry  participants.  Instead  of 
requiring  hospitals  to  submit  the  same 
data  to  CMS  that  they  are  already 
submitting  to  registries,  we  believe  that 
we  could  collect  the  data  directly  from 
the  registries,  thereby  enabling  us  to 
expand  the  RHQDAPU  program 
measure  set  without  increasing  the 
burden  of  data  collection  for  those 
hospitals  participating  in  the  registries. 
Examples  of  registries  actively  used  by 
hospitals  include  the  Society  of 
Thoracic  Surgeons  (STS)  Cardiac 
Surgery  Registry  (with  approximately  90 
percent  participation  by  cardiac  surgery 
programs),  the  AHA  Stroke  Registry 
(with  approximately  1200  hospitals 
participating),  and  the  American 
Nursing  Association  (ANA)  Nursing 
Sensitive  Measures  Registry  (with 
approximately  1400  hospitals 
participating).  In  the  FY  2009  IPPS  final 
rule  (73  FR  48608  through  48609),  we 
adopted  the  first  RHQDAPU  program 
measure  related  to  registries: 
Participation  in  a  Systematic  Database 
for  Cardiac  Surgery.  We  continue  to 
evaluate  whether  it  is  feasible  to  adopt 
measures  that  rely  on  one  or  more 
registries  as  a  source  for  data  collection. 

We  also  stated  our  intention  to 
explore  mechanisms  for  data 
submission  using  EHRs  (73  FR  48614). 
Establishing  such  a  system  will  require 
interoperability  between  EHRs  and  CMS 
data  collection  systems,  additional 
infrastructure  development  on  the  part 
of  hospitals  and  CMS,  and  the  adoption 
of  standards  for  the  capturing, 
formatting,  and  transmission  of  data  ' 
elements  that  make  up  the  measures. 
However,  once  these  activities  are 
accomplished,  the  adoption  of  measures 
that  rely  on  data  obtained  directly  from 
EHRs  will  enable  us  to  expand  the 
RHQDAPU  program  measure  set  with 
less  cost  and  burden  to  hospitals. 


10  A  registry  is  a  collection  of  clinical  data  for 
purposes  of  assessing  clinical  performance,  quality 
of  care,  and  opportunities  for  quality  improvement. 


In  the  FY  2009  IPPS  final  rule,  we 
adopted  nine  AHRQ  measures  for  the 
RHQDAPU  program.  Although  we 
stated  that  we  would  initially  calculate 
the  measures  using  Medicare  claims 
data  (73  FR  48608),  we  also  stated  that 
we  remained  interested  in  using  all- 
payer  claims  data  to  calculate  them  and 
that  we  might  propose  to  collect  such 
data  in  the  future.  In  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24169),  we  invited  input  and 
suggestions  on  how  all-payer  claims 
data  can  be  collected  and  used  by  CMS 
to  calculate  these  measures,  as  well  as 
on  additional  AHRQ  measures  that  we 
should  consider  adopting  for  future 
RHQDAPU  program  payment 
determinations. 

We  noted  that  we  continue  to  use 
these  criteria  to  guide  our  decisions  on 
what  measures  to  propose  for  the 
RHQDAPU  program  measure  set. 
Therefore,  we  invited  comments  on  the 
new  quality  measures  we  have  proposed, 
to  include  in  future  payment  years  and 
on  the  criteria  we  should  use  to  retire 
measures. 

Comment:  Several  commenters 
supported  the  concept  of  EHR-based 
data  collection.  One  commenter 
expressed  concern  that  the  process  to 
implement  electronic  data  collection 
may  delay  the  adoption  of  measures,  in 
particular  the  stroke  measures,  for  the 
RHQDAPU  program.  Another 
commenter  applauded  CMS  for 
considering  EHRs  as  an  alternative  way 
to  collect  data,  but  suggested  that  no 
new  quality  measures  be  introduced  for 
2  years  while  the  industry  implements 
EHRs,  and  that  some  consideration  be 
given  to  small  rural  hospitals  that  may 
not  be  able  to  adopt  EHRs  as  soon  as 
larger  urban  hospitals.  One  commenter 
believed  that  infrastructure 
development  for  establishing 
interoperability  will  be  challenging  and 
asked  that  CMS  consider  a  phase-in 
period  of  5  years,  with  reasonable 
benchmarks  for  every  6  months  to  1 
year. 

Response:  We  appreciate  these 
supportive  comments  regarding  EHR- 
based  data  collection  as  an  alternative 
data  source  for  quality  measures.  We  * 
encourage  adoption  of  EHRs,  and  we 
also  acknowledge  the  challenges  that 
must  be  met  both  by  hospitals  and  CMS 
to  establish  the  infrastructure  and 
interoperability  necessary  to  collect  data 
on  quality  measures  via  EHRs.  In 
determining  whether  to  adopt  new 
quality  measures  for  the  RHQDAPU 
program,  we  weigh  the  potential  benefit 
of  improvement  that  would  result  from 
reporting  a  given  measure  against  the 
potential  resource  burden  associated 
with  reporting  a  measure.  For  purposes 
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of  the  RHQDAPU  program,  EHR-based 
data  submission  may  provide  an 
alternative  means  of  submitting  quality  ’ 
data  that  would  benefit  hospitals  by 
reducing  their  chart  abstraction  burden. 
However,  because  of  the  challenges 
noted  above,  we  do  not  plan  to  make 
EHR-based  data  submission  the  only 
means  by  which  hospitals  can  submit 
quality  data  for  the  RHQDAPU  program 
in  the  near  future. 

Comment:  Several  commenters- 
opposed  the  direct  collection  of  data 
from  EHRs  for  quality  measures,  stating 
that  quality  data  produced  in  this 
manner  is  unlikely  to  be  useful  or  valid 
either  for  quality  measurement  or  for 
research,  and  that  programming 
software  is  incapable  of  interpreting  and 
deciding  between  discrepant 
documentation  in  a  single  medical 
record. 

Response:  We  disagree  with  the 
comment  that  quality  data  produced 
from  EHRs  is  not  likely  to  be  useful  for 
quality  measurement  and  research.  The 
data  collected  from  the  EHR  would 
essentially  be  the  same  data  that 
hospitals  would  otherwise  have  to 
manually  abstract  from  a  medical  chart. 
These  data  are  what  we  currently  use  for 
quality  measure  reporting  and  for 
research.  We  acknowledge  that 
additional  programming  work  may  need 
to  be  completed  to  enable  current  EHR 
systems  to  collect  and  submit  quality 
measure  data.  We  are  currently  working 
with  the  Healthcare  Information 
Technology  Standards  Panel  (HITSP),  a 
public-private  partnership  working  to 
establish  Health  IT  interoperability 
standards  under  contract  to  the  DHHS 
Office  of  the  National  Coordinator  on 
Health  IT,  to  standardize  the 
specifications  of  data  elements  used  in 
stroke,  VTE,  and  emergency  department 
measures  so  that  they  may  be  collected 
and  reported  via  EHRs.  Standardization 
of  the  specifications  allows  software  to 
convert  clinical  data  of  different  types 
into  a  form  that  can  be  analyzed  for 
quality  measurement.  We  encourage 
collaboration  between  standards  setting 
organizations  and  measure  developers 
on  the  creation  of  standards  for 
electronic  collection  of  data  elements 
for  other  quality  measures  as  well, 
particularly  those  used  in  our  quality 
data  reporting  programs. 

Comment:  A  number  of  commenters 
supported  the  use  of  registries  as  an 
alternative  source  of  hospital-specific 
data  on  quality  measures  and  as  a  means 
to  reduce  hospital  burden.  Several 
commenters  indicated  that  the  use  of 
registries  to  collect  hospital-level  data 
would  reduce  administrative  burden 
and  ensure  appropriate  risk-adjustment 
for  quality  improvement  and  public 


reporting  purposes,  as  well  as  other 
benefits,  including  the  identification  of 
opportunities  for  quality  improvement, 
improvements  in  patient  safety  practices 
and  coordination  of  care,  and  improved 
patient  outcomes. 

However,  several  commenters 
expressed  concern  regarding  the 
possibility  that  they  may  be  required  to 
participate  in  proprietary  registries  in 
the  future,  and  requested  clarity 
regarding  alternatives  for  data 
submission  should  some  hospitals  (for 
example,  small  hospitals,  rural 
hospitals)  not  have  the  resources  to 
participate  in  registry-based  data 
collection  initiatives.  These  commenters 
saw  registry-based  data  collection  as 
costly  and  labor  intensive  because  many 
registries  require  chart  abstraction. 

Other  commenters  saw  registries  as 
useful  for  monitoring  quality,  but 
indicated  that  many  data  fields 
collected  by  registries  are  not  related  to 
quality  measures,  and  preferred  that  if 
such  a  mechanism  were  to  be  used  for 
data  collection,  CMS  only  receive  data 
relevant  to  the  quality  measures  of 
interest,  and  that  the  data  be  limited  to 
the  Medicare  population  only. 

Response:  We  are  interested  in 
reducing  the  burden  associated  with 
quality  measurement.  If  hospitals  are 
participating  in  registries  and  submit 
the  same  data  to  those  registries  that 
they  would  otherwise  have  to  submit  for 
measures  that  are  part  of  the  RHQDAPU 
program,  we  believe  that  the  registry 
data  would  be  an  efficient  alternative 
source  from  which  to  collect  the  data, 
and  that  this  would  prevent  the  hospital 
from  having  to  report  the  same  data 
twice.  Many  hospitals  are  currently 
participating  in  a  number  of  registries 
that  collect  data  on  quality  measures 
that  are  topics  of  interest  to  us. 

However,  we  acknowledge  the 
commenters’  concern  regarding  the  cost 
associated  with  participation  in  certain 
registries  which  may  make  this 
alternative  mechanism  for  data 
submission  less  feasible  for  some 
hospitals.  We  anticipate  that  registry- 
based  data  collection  may  be  one  means, 
but  not  an  exclusive  means,  of 
submitting  data  for  quality  measures. 

We  will  take  these  considerations  into 
account  when  selecting  measures  and 
potential  data  submission  mechanisms 
for  those  measures  for  the  RHQDAPU 
program  in  the  future. 

Comment:  A  number  of  commenters 
indicated  that  it  would  not  be  feasible 
for  hospitals  to  implement  all-payer 
claims  reporting  for  the  AHRQ  measures 
while  trying  to  adopt  a  standardized 
EHR  at  the  same  time.  Another 
commenter  indicated  that,  for  all-payer 
data  to  be  transmitted  to  the  QIO 


Clinical  Warehouse,  data  vendors  that 
currently  collect  and  submit  most  of  the 
clinical  data  for  the  RHQDAPU  program 
would  need  to  develop  the  capability  to 
process  and  submit  all-payer 
administrative  data  to  the  QIO  Clinical 
Warehouse,  and  that  the  current  CMS 
Abstraction  &  Reporting  Tool  (CART) 
would  need  to  be  modified  to  collect 
these  additional  data.  One  commenter 
urged  CMS  to  develop  a  national  all- 
payer  claims  database. 

Response:  We  thank  the  commenters 
for  these  comments.  While  we  are 
interested  in  collecting  all-payer  claims 
data  from  hospitals  in  the  future,  we 
currently  do  not  have  a  data  collection 
mechanism  in  place  to  receive  these 
claims.  We  will  continue  to  explore  the 
feasibility  of  collecting  all-payer  claims 
data  in  the  future. 

Comment:  Several  commenters 
encouraged  CMS  to  look  to  the  National 
Priorities  Partnership  goals  as  a 
framework  for  the  types  of  measures 
that  should  be  included  in  the 
RHQDAPU  program.  Some  commenters 
believe  that  some  of  the  measures 
proposed  are  not  NQF-endorsed.  Some 
commenters  suggested  that  CMS 
consider  adopting  the  criteria  for 
measure  selection  developed  by  The 
Joint  Commission. 

Response:  The  National  Priorities 
Partnership  is  a  28  member  organization 
convened  by  the  NQF  for  the  purpose  of 
identifying  improvement  goals  and 
action  steps  for  the  U.S.  healthcare 
system.  We  are  a  member  of  the 
National  Priorities  Partnership  and 
participate  in  its  framework-setting 
activity.  Our  measure  selection  activity 
for  the  RHQDAPU  program  is  informed 
by  this  framework.  The  SCIP — Infection- 
9  and  -10  measures  and  the  two 
measures  of  registry  participation 
included  in  the  proposed  rule  address 
the  National  Priorities  Partnership  goals 
of  increasing  patient  safety  and 
population  health.  The  proposed  SCIP — 
Infection-9  and  -10  measures  are  NQF- 
endorsed,  and  the  two  structural 
measures  regarding  registry7 
participation  are  inpatient  applications 
of  an  NQF-endorsed  measure  of  registry 
participation  (NQF  #0493).  We  regularly 
communicate  with  The  Joint 
Commission  regarding  the  aligned 
measures  and  participate  in  measure 
maintenance  workgroups  with  The  Joint 
Commission. 

Comment:  Several  commenters  stated 
that  measures  selected  for  the 
RHQDAPU  program  should  be  both 
endorsed  by  the  NQF  and  adopted  by 
the  HQA.  Some  commenters  suggested 
that  these  steps  were  required  by  the 
DRA.  One  commenter  stated  that  the 
standard  for  consensus  for  selection  of 


43868 


Federal  Register/ Vol.  74,  No.  165 / Thursday,  August  27,  2009 /Rules  and  Regulations 


quality  measures  should  be  consistent 
with  the  National  Technology  Transfer 
and  Advancement  Act  of  1995  (Pub.  L. 
104-113)  (NTTAA)  standards. 

Response:  Section 

1886(b)(3)(B)(viii)(V)  of  the  Act  requires, 
effective  for  payments  beginning  with 
FY  2008,  that  the  Secretary  add  quality 
measures  that  reflect  consensus  among 
affected  parties  and,  to  the  extent 
feasible  and  practicable,  have  been  set 
forth  by  one  or  more  national  consensus 
building  entities.  This  provision  does 
not  require  that  the  measures  we  adopt 
for  the  RHQDAPU  program  be  endorsed 
by  any  particular  entity,  and  we  believe 
that  consensus  among  affected  parties 
can  be  reflected  by  means  other  than 
endorsement  by  a  voluntary  consensus 
organization,  including  consensus 
achieved  during  the  measure 
development  process,  consensus  shown 
through  broad  acceptance  and  use  of 
measures,  and  consensus  through  public 
comment  (74  FR  24165  through  24166). 
Nevertheless,  we  have  stated  on 
numerous  occasions  that  we  prefer  to 
adopt  quality  measures  that  have  been 
endorsed  by  the  NQF.  The  NQF  uses  a 
formal  consensus  development  process. 
As  the  NQF  notes  on  its  W.eb  site  at: 
http://www.qualityfomm.org/ 
MeasuringPerformance/ 

Consensus  Development Process,  aspx, 
it  has  been  recognized  as  a  voluntary 
consensus  standards-setting 
organization  as  defined  by  the  NTTAA 
and  Office  of  Management  and  Budget 
Circular  A-l  19. 

In  contrast,  the  HQA  has  a  limited 
membership  and  its  current  policy  is  to 
limit  measures  that  it  selects  for 
adoption  to  a  subset  of  NQF-endorsed 
measures.  In  selecting  measures  for  the 
RHQDAPU  program  we  consider  a 
variety  of  factors  that  we  have  discussed 
both  in  this  final  rule  and  in  previous 
final  rules  and  take  into  consideration 
input  received  from  the  public 
including  but  not  limited  to  members  of 
the  HQA. 

Comment:  One  commenter  supported 
the  measure  selection  criteria  that  CMS 
stated  in  the  proposed  rule  and 
suggested  that  emphasis  in  measure 
selection  be  placed  upon  the  following:  ■*= 
results  of  cost-benefit  analyses; 
opportunities  to  leverage  data  reported 
to  State  health  agencies  and  State 
hospital  associations;  alignment  of 
measures  and  incentives  across 
providers  and  settings  through  the 
application  of  care  coordination 
measures  and  measures  of  quality  across 
episodes  of  care  that  increase  providers’ 
clinical  and  financial  accountability; 
and  measurement  of  ambulatory  care 
sensitive  and  preventable  hospital 
admissions  and  readmissions  for 


beneficiaries  with  chronic  conditions. 
The  commenter  also  suggested  that  CMS 
avoid  selecting  measures  that  allow 
hospitals  to  be  rewarded  for  providing 
marginally  effective  care  or  care  that  is 
already  routinely  furnished. 

Response:  We  thank  the  commenter 
for  these  suggestions.  In  general,  we 
agree  with  these  suggested 
considerations  for  measure  selection. 

We  adopt  measures  of  high  relevance  to 
the  Medicare  population  for  which  the 
benefit  of  public  reporting  and 
improvement  justifies  the  collection 
burden,  and  intend  to  reduce  the 
collection  burden  by  utilizing  data 
sources  such  as  administrative  data, 
registries,  and  EHRs.  We  strive  to  align 
measures  across  settings  whenever 
possible  and  will  continue  to  do  so.  The 
current  and  proposed  RHQDAPU 
program  measure  set  contains  measures 
of  readmission  for  beneficiaries  with 
certain  acute  and  chronic  conditions, 
and  we  intend  to  expand  measurement 
in  this  area.  We  also  intend  to  adopt 
measures  of  care  coordination  suitable 
for  inclusion  in  the  RHQDAPU  program 
when  such  measures  are  developed.  We 
also  agree  with  the  commenter  that 
quality  measures  should  emphasize 
effective  care  for  which  there  is 
evidence  pf  wide  variability  despite  the 
presence  of  established  guidelines.  With 
regard  to  measurement  of  quality  across 
episodes  of  care,  the  current  RHQDAPU 
program  process  measures  focus  on 
topics  of  acute  care  quality.  However, 
we  believe  that  the  30-day  mortality  and 
30-day  readmission  measures  adopted 
for  the  RHQDAPU  program  also  touch 
on  the  issue  of  quality  across  the 
continuum  of  care  because  other 
providers  in  the  larger  community  share 
responsibility  with  the  hospital  for 
mortality  and  readmission  during  the 
30-day  period  measured,  as  the. quality 
of  ambulatory  follow  up  care  or 
postacute  care  after  discharge  affects  the 
likelihood  of  these  events  occurring. 

Comment:  Two  commenters 
supported  the  RHQDAPU  program  in 
general.  One  of  these  commenters 
attributed  great  improvements  in 
performance  and  benefits  to  patients  to 
the  reporting  of  quality  data  and 
indicated  that  the  reporting  program 
allows  hospitals  to  see  comparative 
information  that  they  otherwise  might 
not  see. 

Response:  We  agree  with  and  _ 
appreciate  these  supportive  comments. 

Comment:  One  commenter  opposed 
quality  data  reporting  and  stated  that 
decreasing  payments  via  incentive 
programs  leads  to  decreases  in  quality 
and  safety  of  care  for  patients. 

Response:  We  disagree  with  this 
statement.  The  IOM,  in  its  2005  volume 


titled  Performance  Measurement: 
Accelerating  Improvement  (part  of  the 
IOM  series  on  ‘‘Pathways  to  Quality 
Health  Care”)  credits  performance 
measurement  as  the  cornerstone  of 
quality  improvement  in  healthcare. 
Analyses  of  Hospital  Compare  data  over 
time  indicates  improvement  trends  in 
most  of  the  measures  Since  reporting 
began  in  2004. 

In  summary,  we  will  continue  to 
pursue' goals  regarding  the  expansion 
and  updating  of  quality  measures  under 
the  RHQDAPU  program  while  . 
minimizing  burden.  We  will  take  into 
account  the  public  comments  we 
received  on  the  possible  uses  of  EHRs, 
registries,  and  all-payer  claims  data  in 
the  RHQDAPU  program.  We  also  will 
consider  the  measure  selection  criteria 
suggested  by  various  commenters  in 
prioritizing  and  selecting  quality 
measures  for  the  future. 

b.  RHQDAPU  Program  Quality  Measures 
for  the  FY  2011  Payment  Determination 

(1)  Retention  of  Existing  RHQDAPU 
Program  Quality  Measures 

For  the  FY  2011  payment 
determination,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24169),  we  proposed  to  retain  41 
RHQDAPU  program  quality  measures 
that  we  are  using  for  the  FY  2010 
payment  determination.  We  refer 
readers  to  the  table  in  the  proposed  rule 
(74  FR  24169  through  24170)  for  a 
complete  list  of  the  measures  we 
proposed  to  retain. 

As  we  discussed  in  section  V.A.l.c.(l) 
of  this  final  rule,  we  retired  the 
AMI-6  Beta  blocker  at  arrival  measure 
from  the  RHQDAPU  program  measure 
set  for  the  FY  2010  payment 
determination  and  subsequent  years. 

We  discussed  above  the  public 
comments  we  received  regarding  the 
retirement  of  measures  that  are 
proposed  for  the  FY  2011  payment 
determination.  We  did  not  receive  any 
other  public  comments  regarding  our 
proposal  to  retain  for  the  FY  2011 
payment  determination  the  41  measures 
that  we  are  using  for  the  FY  2010 
payment  determination.  Therefore,  we 
are  adopting  as  final,  without  change, 
our  proposal  to  retain  the  41  quality 
measures  used  for  the  FY  2010  payment 
update. 

(2)  NQF  Harmonization  of  Two  Existing 
RHQDAPU  Program  Measures 

In  May  2008,  the  NQF  reviewed  the 
specifications  for  two  of  the  RHQDAPU 
program  measures  that  we  adopted  for 
the  FY  2010  payment  determination: 
PSI  04 — Death  among  surgical  patients 
with  treatable  serious  complications; 
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and  Nursing  Sensitive — Failure  to 
rescue  (Medicare  claims  only).  This  was 
part  of  an  NQF  project  titled  “National 
Voluntary  Consensus  Standards  for 
Hospital  Care  2007:  Performance 
Measures.”  As  a  result  of  this  project  by 
the  NQF,  these  two  measures  now  have 
the  same  name:  “Death  among  surgical 
inpatients  with  serious,  treatable 
complications”  and  share  a  single  set  of 
measure  specifications. 

In  order  to  maintain  consistency  with 
national  voluntary  consensus  standards 
with  respect  to  referencing  the  measure, 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24170),  we 
proposed  to  combine  PSI  04 — Death 
among  surgical  patients  with  treatable 
serious  complications;  and  Nursing 
Sensitive — Failure  to  rescue  (Medicare 
claims  only)  into  a  single  measure, 

Death  among  surgical  inpatients  with 
serious,  treatable  complications,  and  to 
list  the  measure  under  proposed  topic 
name — AHRQ  PSI  and  Nursing 
Sensitive  Care.  This  measure,  as  well  as 
its  specifications,  would  replace,  for 
purposes  of  hospital  reporting,  the  two 
RHQDAPU  program  measures  that  we 
adopted  for  the  FY  2010  payment 
determination:  PSI  04:  Death  among 
surgical  patients  with  treatable  serious 
complications;  and  Nursing  Sensitive — 
Failure  to  rescue  (Medicare  claims 
only).  However,  we  indicated  that  we 
may  continue  to  publicly  report  the 
measure  in  two  different  topics  areas  on 
the  Hospital  Compare  Web  site — 
Nursing  Sensitive  Care  and  AHRQ  PSIs, 
IQIs  and  Composite  Measures.  We 
invited  public  comment  on  this 
proposal. 

Comment:  Several  commenters 
supported  harmonization  of  the  Failure 
to  Rescue  measure  and  PSI  04:  Death 
among  surgical  inpatients  with  serious, 
treatable  complication  in  accordance 
with  consensus  standards.  However,  a 
number  of  commenters  questioned  the 
possible  display  of  the  harmonized 
measure  in  more  than  one  topic  area  on 
the  Hospital  Compare  Web  site,  stating 
this  may  be  unnecessary,  redundant, 
and  result  in  confusion.  One  commenter 
indicated  that  continuing  to  report  the 
measure  under  the  two  separate  topic 
areas  is  beneficial. 

Response:  We  thank  the  commenters 
for  their  support  of  our  use  of  the  single 
harmonized  measure  and  measure 
specification  for  the  RHQDAPU 
program.  The  harmonized  measure 
addresses  two  areas  of  topical 
significance,  patient  safety  and  nursing 
sensitive  care.  Therefore,  we  believe 
that  publicly  displaying  the  measure 
results  in  more  than  one  topic  area  on 
the  Hospital  Compare  Web  site  will  give 
end-users  a  richer  picture  of  a  hospital’s 


performance  in  both  of  these  topic  areas. 
We  will  conduct  consumer  testing  to 
ensure  that  display  of  the  measure  on 
the  Hospital  Compare  Web  site  does  not 
appear  redundant  or  confusing  to 
consumers. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  to  adopt  as  final  our  proposal 
to  harmonize  these  two  measures  for  the 
FY  2011  payment  determination. 

(3)  New  Chart-Abstracted  Measures 

For  the  FY  2011  payment 
determination,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24170),  we  proposed  to  add  two  new 
chart-abstracted  measures.  These 
proposed  new  measures,  SCIP- 
Infection-9  Postoperative  Urinary 
Catheter  Removal  on  Post  Operative  Day 
1  or  2  and  SCIP-Infection-10: 
Perioperative  Temperature 
Management,  are  additions  to  the 
existing  SCIP  measure  set.  The  SCIP 
Infection  measures  are  designed  to 
assess  practices  that  reduce  the  risk  of 
infections  that  surgical  patients  could 
acquire  in  the  hospital.  They  have  high 
relevance  to  the  Medicare  population, 
and  address  the  growing  concern 
regarding  hospital-acquired  infections.11 

Although  these  two  measures  require 
that  hospitals  abstract  data  from  medical 
records,  they  add  to  the  scope  of  the 
existing  SCIP  measure  set.  Hospitals 
currently  collect  and  report  data 
elements  for  eight  SCIP  measures. 
Additional  data  elements  required  for 
these  two  proposed  new  SCIP  measures 
are  minimal,  and  would  be  abstracted 
from  the  same  records  hospitals  use  to 
abstract  data  for  the  other  SCIP 
measures.  Therefore,  we  expect  the 
additional  burden  on  hospitals  to  be 
minimal.  The  two  measures  are  NQF- 
endorsed.  We  invited  public  comment 
on  our  proposal  to  include  SCIP- 
Infection-9  and  SCIP-Infection-10  as 
RHQDAPU  program  measures  to  be 
used  for  the  FY  2011  payment 
determination. 

Comment:  Several  commenters 
supported  CMS’  recognition  of  the 
burden  associated  with  collection  of 
chart-abstracted  measures  and  limiting 
the  number  of  chart-abstracted  measures 
proposed  this  year. 

Response:  We  appreciate  these 
comments  and  will  continue  to  carefully 
consider  the  potential  burden  associated 
with  the  collection  of  chart-abstracted 
measures  for  the  RHQDAPU  program 


11  U.S.  Government  Accountability  Office. 
Health-Care  Associated  Infections  in  Hospitals:  An 
Overview  of  State  Reporting  Programs  and 
Individual  Hospital  Initiatives  to  Reduce  Certain 
Infections.  September  2008. 


relative  to  potential  benefit  of  public 
reporting  and  quality  improvement. 

Comment:  Several  commenters 
supported  the  two  proposed  new  chart- 
abstracted  measures.  The  commenters 
indicated  that  these  measures  have  the 
potential  to  reduce  hospital-acquired 
infections  while  minimizing  burden,  as 
the  data  elements  would  come  from  the 
same  records  hospitals  are  using  to 
abstract  data  for  the  other  SCIP 
measures. 

Response:  We  appreciate  these 
supportive  comments.  We  believe  that 
these  measures  address  areas  of  topical 
importance  to  the  Medicare  program 
because  they  measure  quality  of  surgical 
care  and  practices  associated  with 
reduction  of  hospital-acquired 
infections,  and  thus,  ensure  better 
patient  outcomes. 

Comment:  A  few  commenters 
opposed  the  inclusion  of  both  SCIP- 
Infection-9  and  SCEP-Infection-10  in  the 
RHQDAPU  program  solely  because  they 
are  not  HQA  adopted.  # 

Response:  As  we  discussed  more  fully 
in  our  response  to  a  prior  comment,  we 
do  not  believe  that  HQA  endorsement  is 
a  required  prerequisite  for  quality 
measure  selection  under  the  RHQDAPU 
program. 

Comment:  One  commenter  expected  a 
moderate  increase  in  the  administrative 
burden  related  to  abstraction.  Another 
commenter  asked  CMS  to  consider 
whether  it  should  adopt  SCIP-Infection- 
9  if  it  is  considering  implementing  the 
Nursing  Sensitive/HAI  measure. 

Catheter  Associated  Urinary  Tract 
Infection  (CA  UTI),  in  FY  2012.  The 
commenter  stated  that  the  two  measures 
work  toward  the  same  goal  of  reduced 
UTIs,  and  ultimately,  a  broader  outcome 
measure  should  supplant  the  related 
process  measure  that  is  more  likely  to 
become  outdated  as  science  evolves. 

Response:  Both  SCIP-Infection-9  and 
SCIP-Infection-10  impose  minimal 
additional  abstraction  burden  as  they 
build  upon  an  existing  measurement  set 
for  a  population  for  which  charts  are 
already  being  pulled  for  abstraction.  We 
acknowledge  that  the  process  measured 
by  SCIP-Infection-9  is  related  to  the 
outcome  measured  by  the  CA  UTI 
measure  being  considered  among 
measures  for  future  adoption  in  FY  2012 
and  beyond.  Though  CA  UTI  is  being 
considered  for  the  future,  SCIP- 
Infection-9  was  proposed  for  the  FY 
201 1  payment  determination  because 
there  is  widespread  variation  in  practice 
for  the  processes  measured,  and  the 
practices  associated  with  the  measure 
improve  patient  outcomes.  The 
processes  measured  in  SCIP-Infection-9 
may  be  related  to  the  CA  UTI  measure, 
but  the  process  measure  is  not 


43870 


Federal  Register / Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


supplanted  by  the  outcome  measure. 

The  processes  SCIP-Infection-9  is 
intended  to  measure  are  of  clinical 
relevance  to  the  Medicare  population 
and  have  the  potential  to  improve 
patient  care  outcomes. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  to  finalize  our  proposal, 
without  change,  to  adopt  SCIP- 
Infection-9:  Postoperative  Urinary 
Catheter  Removal  on  Post  Operative  Day 
1  or  2  and  SCIP-Infection-10: 
Perioperative  Temperature  Management 
as  quality  measures  under  the 
RHQDAPU  program  for  the  FY  2011 
payment  determination.  As  we  stated  in 
the  proposed  rule,  the  collection  of  the 
new  chart-abstracted  measures  for  the 
FY  2011  payment  determination  will 
begin  with  1st  calendar  quarter  2010 
discharges,  for  which  the  submission 
deadline  will  be  August  15,  2010. 

(4)  New  Structural  Measures 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24170),  we 
also  proposed  to  adopt  two  additional 
structural  measures  for  the  FY  2011 
payment  determination.  Structural 
measures  assess  the  characteristics  and 
capacity  of  the  provider  to  deliver 
quality  health  care.  We  proposed  to  add 
two  additional  registry  participation 
measures.  The  two  structural  measures 
are:  (1)  Participation  in  a  Systematic 
Clinical  Database  Registry  for  Stroke 
Care;  and  (2)  Participation  in  a 
Systematic  Clinical  Database  Registry 
for  Nursing  Sensitive  Care.  These 
measures  are  specific  applications  for 
the  inpatient  setting  of  a  structural 
measure  entitled  “Participation  by  a 
physician  or  other  clinician  in  a 
systematic  clinical  database  registry  that 
includes  consensus  endorsed 
measures,”  which  received  NQF 
endorsement  under  a  project  titled 
“National  Voluntary  Consensus. 
Standards  for  Health  IT:  Structural 
Measures  2008.”  The  proposed 
measures  are  appropriate  applications  of 
the  NQF-endorsed  measure'  because  the 
NQF  has  endorsed  measures  for  Stroke 
Care  and  Nursing  Sensitive  Care  which 
are  currently  being  collected  by  widely 
used  stroke  and  nursing  sensitive  care 
registries.  Therefore,  we  believe  that  the 
proposed  Stroke  Registry  Participation 
structural  measure  and  Nursing 
Sensitive  Care  Registry  Participation 
struptural  measure  meet  the  consensus 
requirement  in  section 
1886(b)(3)(B)(viii)(V)  of  the  Act. 

As  we  have  previously  stated,  we  also 
believe  that  participation  in  registries 
reflects  a  commitment  to  assessing  the 
quality  of  care  provided  and  identifying 
opportunities  for  improvement.  Many 


registries  also  collect  outcome  data  and 
provide  feedback  to  hospitals  about 
their  performance.  Moreover,  registries 
offer  a  potential  future  data  source  from 
which  we  can  collect  quality  data. 

The  Participation  in  a  Systematic 
Clinical  Database  Registry  for  Stroke 
structural  measure  would  require  each 
hospital  that  participates  in  the 
RHQDAPU  program  to  indicate  whether 
it  is  participating  in  a  systematic 
qualified  clinical  database  registry  for 
inpatient  stroke  care  and,  if  so,  to 
identify  the  registry. 

The  Participation  in  a  Systematic 
Clinical  Database  Registry  for  Nursing 
Sensitive  Care  structural  measure  would 
similarly  require  each  hospital 
participating  in  the  RHQDAPU  program 
to  indicate  whether  it  is  participating  in 
a  systematic  qualified  clinical  database 
registry  measuring  nursing  sensitive 
care  quality  for  inpatient  care  and,  if  so, 
to  identify  the  registry. 

We  solicited  public  comment  on  these 
registry  structural  measures. 

Specifically,  we  invited  public  comment 
on  whether  “systematic  qualified 
clinical  database  registry”  is  adequately 
defined  and,  if  not,  how  it  should  be 
defined.  In  defining  “systematic 
qualified  clinical  database  registry,” 
should  registries  that  do  not  collect 
outcome  measures  and/or  do  not 
provide  feedback  to  hospitals  about 
their  performance  be  excluded?  Are 
there  other  registries  that  we  should 
consider  in  future  rulemakings,  beyond 
stroke  and  nursing  sensitive  registries, 
particularly  for  conditions  where  there 
is  high  mortality/morbidity  in  the 
Medicare  population,  high  cost  to  the 
health  care  system,  and  widespread 
treatment  variations  despite  established 
clinical  guidelines?  Finally,  we 
welcomed  more  precise  data  on  what 
percentage  of  hospitals  already 
participate  in  a  stroke  registry  or  a 
nursing  sensitive  registry.12  Because  we 
also  retire  measures  when  performance 
has  reached  a  sufficiently  high  level,  we 
invited  public  comment  on  whether 
reporting  on  stroke  registry  and  nursing 
sensitive  care  registry  structural 
measures  has  sufficient  relevance  and 
utility  to  justify  the  reporting  burden,  if 
a  substantial  proportion  of  hospitals 
already  participate  in  these  registries. 

Both  proposed  structural  measures 
can  be  submitted  using  a  Web-based 


12  Examples  of  registries  that  we  are  aware  of  that 
are  being  actively  used  by  hospitals  include  the 
Society  of  Thoracic  Surgeons  (STS)  Cardiac  Surgery 
Registry  (with  approximately  90  percent 
participation  by  cardiac  surgery  programs),  the 
AHA  Stroke  Registry  (with  approximately  1200 
hospitals  participating),  and  the  American  Nursing 
Association  (ANA)  Nursing  Sensitive  Measures 
Registry  (with  approximately  1400  hospitals 
participating). 


collection  tool  that  we  will  make 
available  on  the  QualityNet  Web  site. 

We  invited  public  comment  on  our 
proposal  to  adopt  these  two  structural 
measures  for  the  FY  2011  payment 
determination. 

Comment:  Several  commenters 
indicated  that  the  two  structural 
measures  of  clinical  registry 
participation  should  not  be  included  in 
the  RHQDAPU  program.  They  indicated 
that  the  measures  had  not  been 
endorsed  by  the  NQF  or  adopted  by  the 
HQA  and  there  appears  to  be  no 
established  connection  between 
whether  a  hospital  answers  “yes”  or 
“no”  to  the  registry  participation 
measures  and  the  quality  of  the  care  that 
hospital  provides.  Some  commenters 
expressed  concern  that  these  measures 
contain  an  implicit  encouragement  by 
the  Medicare  program  for  hospitals  to 
participate  in  clinical  data  registries 
designed  and  operated  by  external 
organizations,  which  can  be  costly. 
Others  commenters  applauded  the  use 
of  registries  to  promote  quality 
improvement. 

Response:  The  proposed  structural 
measures  are  specific  applications  for 
the  inpatient  setting  of  NQF-endorsed 
measure  “participation  by  a  physician 
or  other  clinician  in  a  systematic 
clinical  database  registry  that  includes 
consensus  endorsed  measures.” 
Therefore,  we  believe  that  they  meet  the 
requirement  for  consensus  in  section 
1886(b)(3)(B)(viii)(V)  of  the  Act.  The 
measure  as  endorsed  by  the  NQF  is  an 
indicator  of  quality,  because  it  measures 
adoption  of  technology  that  has  the 
capacity  to  improve  quality  of  care.  We 
believe  that  registries  can  play  an 
important  role  in  providing  hospitals 
with  information  and  services  for 
internal  quality  improvement  by 
providing  performance  benchmarking 
information,  continuous  feedback,  and 
opportunities  to  learn  best  practices. 

Our  intent  with  these  structural 
measures  is  to  assess  the  degree  of 
current  participation  in  registries 
collecting  NQF-endorsed  measures  on 
the  topics  of  stroke  and  nursing 
sensitive  quality  measures  among 
hospitals  participating  in  the  RHQDAPU 
program.  We  note  that  hospitals  are  not 
required  to  actually  participate  in  the 
registries  in  order  to  meet  the 
RHQDAPU  program  requirements.  We 
also  note  that  in  the  public  comments 
we  received,  many  hospitals  indicated 
that  registry  participation  afforded  them 
with  valuable  insights  for  improving 
quality  and  patient  outcomes. 

Comment:  Several  commenters 
supported  the  structural  measure 
“Participation  in  a  systematic  clinical 
database  registry  for  stroke.”  The 
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commenters  agreed  that  stroke 
measurement  should  be  a  priority  for 
the  RHQDAPU  program  because  strokes 
cause  significant  mortality  and 
morbidity  in  the  Medicare  population, 
and  are  treated  with  wide  variation 
despite  established  guidelines.  The 
commenters  also  stated  that 
participation  in  such  registries  has 
resulted  in  improvements  in  the  quality 
of  care  delivered  to  stroke  patients. 
Commenters  recommended  that  the 
Massachusetts  Department  of  Public 
Health’s  acute  stroke  registry,  the 
American  Stroke  Association  (ASA)  Get 
With  the  Guidelines-Stroke  registry,  and 
the  CDC  Paul  Coverdell  stroke  registry 
should  be  recognized  as  qualifying 
registries  for  the  Systematic  Clinical 
Database  Registry  for  Stroke  measures. 

A  few  commenters  indicated  that 
quarterly  submission  of  registry 
participation,  while  not  overly 
burdensome,  is  unnecessary  because 
hospitals  tend  to  participate  for  an 
entire  year,  and  not  on  an  intermittent 
basis. 

Response:  We  agree  that  strokes  cause 
high  morbidity  and  mortality  in  the 
Medicare  population,  and  we  believe 
that  stroke  registries  can  play  an  % 
important  role  in  providing  hospitals 
with  information  and  services  for 
internal  quality  improvement  by 
providing  performance  benchmarking 
information,  continuous  feedback,  and 
opportunities  to  learn  best  practices.  We 
understand  that  hospitals  that 
participate  in  registries  tend  to 
participate  continuously  for  an  entire 
year,  rather  than  intermittently.  Based 
on  the  feedback,  we  are  modifying  our 
proposal  to  require  that  hospitals  only 
report  whether  they  participate  in  a 
stroke  and/or  nursing  sensitive  care 
registry  once  annually.  We  also  are 
modifying  our  submission  requirement 
with  respect  to  the  cardiac  surgery 
registry  participaton  measure  to  be 
consistent  with  the  annual  submisssion 
requirement  for  the  stroke  and  nursing 
sensitive  care  registry  participation 
measures. 

Comment:  A  number  of  commenters 
indicated  that  participation  in  stroke 
registries  should  not  be  mandated  due 
to  perceived  burden,  and  that  hospitals 
should  be  allowed  to  report  the 
measures  to  CMS  without  a  vendor.  One 
commenter  asked  whether  and  how 
CMS  would  determine  volume 
thresholds  for  participation  in  a  stroke 
registry,  and  specifically  whether  there 
would  be  an  expectation  that  hospitals 
having  a  low  volume  of  stroke  cases 
participate  in  a  registry. 

Response:  We  acknowledge  that 
registry  participation  may  be 
burdensome  for  some  hospitals,  and  we 


note  that  the  proposed  structural 
measures  do  not  mandate  that  hospitals 
actually  participate  in  either  a  stroke  or 
nursing  sensitive  care  registry.  We  also 
note  that  there  is  no  requirement  under 
the  RHQDAPU  program  that  hospitals 
use  a  vendor  to  report  measures  to  the 
QIO  Clinical  Warehouse,  the  structural 
measures  can  be  reported  directly  by 
hospitals  using  a  Web-based  tool. 

Comment:  Commenters  suggested 
criteria  for  a  qualified  systematic 
clinical  database  registry  for  stroke  care. 
One  commenter  suggested  a  data 
collection  system  that  supports  real¬ 
time  data  collection  concurrent  with 
patient  care,  that  collects  at  a  minimum 
all  data  required  to  support  the  NQF- 
endorsed  stroke  measures,  and  that  uses 
the  data  to  guide  improvement  in  stroke 
care  within  an  organized  program  of 
quality  improvement.  Another 
commenter  suggested  that  registries 
should  be  required  to  include  the 
following  services  and  information:  (1) 

A  feedback  component;  (2)  the  intended 
use  (that  is,  plan- of  action/care)  of  the 
information;  (3)  potential  intervention 
actions;  (4)  evaluation;  and  (5)  the 
outcome  measure  intended  to  impact 
(this  could  be  either  a  process-outcome 
link  supported  by  literature, 
intermediate  outcome,  or  long-term 
outcome).  Commenters  also  suggested 
that  the  risk  adjustment  methodologies 
employed  must  be  explained  if  a 
hospital  is  collecting  outcome  data,  and 
the  feedback  provided  should  be 
“systematic,”  which  requires 
coordination  of  the  feedback  and 
dissemination  of  that  feedback  to  the 
defined  stroke  team  (not  just  the 
statement  feedback  to  hospital). 

Response:  We  appreciate  these 
suggestions  and  will  consider  these  for 
future  measure  refinement.  We  note  that 
the  current  NQF-endorsed  measure 
#0493,  upon  which  the  stroke  and 
nursing  sensitive  registry  participation 
structural  measures  are  based,  contains 
the  following  definition  for  systematic 
clinical  database  registry: 

“c.  Registry  measures  shall  include  at 
least  two  (2)  representative  NQF 
consensus  endorsed  measures  for 
registry’s  clinical  topic(s)  and  report  on 
all  patients  eligible  for  the  selected 
measures. 

“d.  Registry  provides  calculated  * 
measures  results,  benchmarking,  and 
quality  improvement  information  to 
individual  physicians  and  clinicians. 

“e.  Registry  must  receive  data  from 
more  than  5  separate  practices  and  may 
not  be  located  (warehoused)  at  an 
individual  group’s  practice 
Participation  in  a  national  or  state-wide 
registry  is  encouraged  for  this  measure. 


“f.  Registry  may  provide  feedback 
directly  to  the  provider’s  local  registry 
if  one  exists.” 

This  definition  of  systematic  clinical 
database  registry  is  part  of  the 
specification  for  measure  #0493  shown 
in  NQF’s  2008  Consensus  Report 
regarding  National  Voluntary  Consensus 
Standards  for  Health  Information 
Technology.  We  will  modify  this 
definition  to  apply  to  inpatient 
hospitals,  and  to  the  specific  topics  of 
stroke  and  nursing  sensitive  care 
registries. 

Comment:  Some  commenters 
supported  the  structural  measure  for 
“Participation  in  a  Systematic  Clinical 
Database  Registry  for  Nursing  Sensitive 
Care.”  One  commenter  suggested  that 
the  Patients  First  nursing  sensitive 
measure  project  be  recognized  as  a 
qualifying  registry  under  the  measure. 
Another  commenter  suggested  that  the 
National  Database  of  Nursing  Quality 
Indicators  (NDNQI)  be  considered  a 
qualifying  registry. 

Response:  We  appreciate  these 
supportive  comments.  Participation  in  a 
particular  registry  is  not  required  in 
order  for  a  hospital  to  properly  report 
the  Participation  in  a  Systematic 
Clinical  Database  Registry  for  Nursing 
Sensitive  Care  measure,  or  any  of  the 
other  structural  measures  we  have,  to 
date,  adopted  for  the  RHQDAPU 
program.  A  hospital  can  successfully 
report  this  structural  measure  simply  by 
vindicating  whether  they  participate  in  a 
systematic  clinical  database  registry  for 
nursing  sensitive  care  and,  if  so,  which 
registry'. 

Comment:  A  number  of  commenters 
indicated  that  participation  in  a  nursing 
sensitive  care  registry,  though  currently 
widespread,  may  not  be  feasible  for 
smaller  hospitals  due  to  the  cost  and  the 
need  for  additional  staff  for  data 
abstraction  and  reporting. 

Response:  We  understand  the  cost 
implications  of  participating  in  such 
registries.  However,  as  we  have  stated 
above,  actual  participation  in  a  nursing 
sensitive  care  registry  is  not  required 
under  the  RHQDAPU  program. 

Comment:  Commenters  suggested  that 
CMS  consider  three  additional  registry 
topics  for  measuring  hospital 
participation: 

•  Sepsis  Survival 

•  Surgical  Quality  Improvement 

•  Healthcare  Safety  and  Healthcare 
Acquired  Infections 

Response:  We  thank  the  commenters 
for  these  suggestions  and  will  consider 
these  registry  topics  in  the  future. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final  the  two  proposed  structural 
measures:  Participation  in  a  Systematic 
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Clinical  Database  Registry  for  Stroke 
Care;  and  Participation  in  a  Systematic 
Clinical  Database  Registry  for  Nursing 
Sensitive  Care  under  the  RHQDAPU 
program  for  the  FY  2011  payment 
determination.  Based  on  public 
comments,  we  will  collect  these 
structural  measures  once  annually 
rather  than  quarterly  as  originally 
proposed.  Annual  data  submission  for 
these  structural  measures  via  a  Web- 
based  collection  tool  will  begin  in  July 
2010  with  respect  to  the  time  period 
January  1,  2010,  through  June  30,  2010. 

In  summary,  after  consideration  of  the 
public  comments  we  received,  for  the 


FY  2011  payment  determination,  we  are 
adopting  as  final  our  proposals  to  retain 
41  of  the  measures  we  adopted  for  the 
FY  2010  payment  determination.  In 
addition,  we  are  adopting  as  final  our 
proposal  to  harmonize  an  AHRQ 
measure  and  a  Nursing  Sensitive 
measure  by  combining  these  measures 
into  a  single  meaisure  entitled  Death 
among  surgical  inpatients  with  serious, 
treatable  complications  for  the 
RHQDAPU  program  measure  set  for  FY 
2011  payment  determination.  Finally, 
we  are  adopting  as  final  our  proposal  to 
add  an  additional  four  measures  to  the 


RHQDAPU  program  measure  set  for  the 
FY  2011  payment  determination:  SCIP- 
Infection-9:  Postoperative  Urinary 
Catheter  Removal  on  Post  Operative  Day 
1  or  2;  SCIP-Infection-10:  Perioperative 
Temperature  Management;  Participation 
in  a  Systematic  Clinical  Database 
Registry  for  Stroke  Care;  and 
Participation  in  a  Systematic  Clinical 
Database  Registry  for  Nursing  Sensitive 
Care. 

Set  out  below  are  the  46  RHQDAPU 
program  quality  measures  we  are 
adopting  for  the  FY  2011  payment 
determination: 


Mortality  Measures  (Medicare  Patients) 


Patients’  Experience  of  Care . 

Readmission  Measure  (Medicare  Patients) 


AHRQ  Patient  Safety  Indicators  (PSIs),  Inpatient  Quality 
(IQIs)  and  Composite  Measures. 


RHQDAPU  Program  quality  measures  for  the  FY  201 1  payment 
determination 


AMI-1  Aspirin  at  arrival. 

AMI-2  Aspirin  prescribed  at  discharge. 

AMI-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or 
Angiotensin  II  Receptor  Blocker  (ARB)  for  left  ventricular  systolic 
dysfunction. 

AMI-4  Adult  smoking  cessation  advice/counseling. 

AMI-5  Beta  blocker  prescribed  at  discharge. 

AMI-7a  Fibrinolytic  (thrombolytic)  agent  received  within  30  minutes 
of  hospital  arrival. 

AMI-8a  Timing  of  Receipt  of  Primary  Percutaneous  Coronary  Inter¬ 
vention  (PCI). 

HF-1  Discharge  instructions. 

HF-2  Left  ventricular  function  assessment. 

HF-3  Angiotensin  Converting  Enzyme  Inhibitor  (ACE-I)  or 
Angiotensin  II  Receptor  Blocker  (ARB)  for  left  ventricular  systolic 
dysfunction. 

HF-4  Adult  smoking  cessation  advice/counseling. 

PN-2  Pneumococcal  vaccination  status. 

PN-3b  Blood  culture  performed  before  first  antibiotic  received  in  hos¬ 
pital. 

PN-4  Adult  smoking  cessation  advice/counseling. 

PN-5c  Timing  of  receipt  of  initial  antibiotic  following  hospital  arrival. 
PN-6  Appropriate  initial  antibiotic  selection. 

PN-7  Influenza  vaccination  status. 

SCIP-1  Prophylactic  antibiotic  received  within  1  hour  prior  to  surgical 
incision. 

SCIP-3  Prophylactic  antibiotics  discontinued  within  24  hours  after 
surgery  end  time. 

SCIP-VTE-1:  Venous  thromboembolism  (VTE)  prophylaxis  ordered 
for  surgery  patients. 

SCIP-VTE-2:  VTE  prophylaxis  within  24  hours  pre/post  surgery. 
SCJP-lnfection-2:  Prophylactic  antibiotic  selection  for  surgical  pa¬ 
tients. 

SCIP-lnfection-4:  Cardiac  Surgery  Patients  with  Controlled  6AM 
Postoperative  Serum  Glucose. 

SCIP-lnfection-6:  Surgery  Patients  with  Appropriate  Hair  Removal. 
SCIP-lnfection-9:  Postoperative  Urinary  Catheter  Removal  on  Post 
Operative  Day  1  or  2*. 

SCIP-Infection-10:  Perioperative  Temperature  Management*. 
SCIP-Cardiovascular-2:  Surgery  Patients  on  a  Beta  Blocker  Prior  to 
Arrival  Who  Received  a  Beta  Blocker  During  the  Perioperative  Pe¬ 
riod. 

MORT-30-AMI:  Acute  Myocardial  Infarction  30-day  mortality  -Medi 
care  patients. 

MORT-30-HF:  Heart  Failure  30-day  mortality  Medicare  patients. 
MORT-30-PN:  Pneumonia  30-day  mortality  -Medicare  patients. 
HCAHPS  survey. 

READ-30-HF:  Heart  Failure  30-Day  Risk  Standardized  Readmission 
Measure  (Medicare  patients). 

READ-30-AMI:  Acute  Myocardial  Infarction  30-Day  Risk  Standard¬ 
ized  Readmission  Measure  (Medicare  patients). 

READ-30-PN:  Pneumonia  30-Day  Risk  Standardized  Readmission 
Measure  (Medicare  patients). 

•  PSI  06:  Iatrogenic  pneumothorax,  adult. 
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Topic 

RHQDAPU  Program  quality  measures  for  the  FY  201 1  payment 
determination 

AHRQ  PSI  and  Nursing  Sensitive  Care**  . 

•  PSI  14:  Postoperative  wound  dehiscence. 

•  PSI  15:  Accidental  puncture  or  laceration. 

•  IQI  11:  Abdominal  aortic  aneurysm  (AAA)  mortality  rate  (with  or  with¬ 
out  volume). 

•  IQI  1 9:  Hip  fracture  mortality  rate. 

•  Mortality  for  selected  surgical  procedures  (composite). 

•  Complication/patient  safety  for  selected  indicators  (composite). 

•  Mortality  for  selected  medical  conditions  (composite). 

•  Death  among  surgical  inpatients  with  serious,  treatable  complica¬ 
tions. 

•  Participation  in  a  Systematic  Database  for  Cardiac  Surgery. 

•  Participation  in  a  Systematic  Clinical  Database  Registry  for  Stroke 
Care*. 

•  Participation  in  a  Systematic  Clinical  Database  Registry  for  Nursing 
Sensitive  Care  *. 

Cardiac  Surgery . 

Stroke  Care  . 

Nursing  Sensitive  Care . 

*  New  measure  for  FY  201 1  payment  determination. 

**  Harmonized  measure.  This  measure  may  be  publicly  reported  under  two  topics — the  AHRQ  PSIs  and  the  Nursing  Sensitive  Care  topic. 

4.  Possible  New  Quality  Measures  for 
the  FY  2012  Payment  Determination 
and  Subsequent  Years 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24172),  we 


invited  public  comment  on  the 
following  quality  measures  and  topics 
that  we  might  consider  adopting 
beginning  with  the  FY  2012  payment 
determination.  We  also  sought 


suggestions  and  rationales  to  support 
the  adoption  of  measures  and  topics  for 
the  RHQDAPU  program  that  are  not 
included  in  this  list. 


Measure  topic 

Measure  description 

AMI  . 

Statin  at  discharge. 

ED — Throughput . 

Median  time  from  admit  decision  time  to  time  of  departure  from  the 
emergency  department  for  emergency  department  patients  admitted 
to  inpatient  status.  *  » 

ED — Throughput . 

Median  time  from  emergency  department  arrival  to  time  of  departure 
from  the  emergency  room  for  patients  admitted  to  the  facility  from 
the  emergency  department. 

Complications  . 

Lower  Extremity  Bypass  Complications. 

Complications  . 

Comorbidity  Adjusted  Complication  Index. 

PCI  . 

PCI  mortality  rate  for  patients  without  ST  segment  elevation  myocardial 
infarction  (STEMI)  and  without  cardiogenic  shock. 

Stroke  . . 

. 

Patients  with  an  ischemic  stroke  or  a  hemorrhagic  stroke  and  who  are 
non-ambulatory  should  start  receiving  DVT  prophylaxis  by  end  of 
hospital  day  two. 

Stroke  . 

Patients  with  an  ischemic  stroke  prescribed  antithrombotic  therapy  at 
discharge. 

Stroke  . 

. .  - . . 

Patients  with  an  ischemic  stroke  with  atrial  fibrillation  discharged  on 
anticoagulation  therapy. 

Stroke  . 

Acute  ischemic  stroke  patients  who  arrive  at  the  hospital  within  120 
minutes  (2  hours)  of  time  last  known  well  and  for  whom  IV  t-PA  was 
initiated  at  this  hospital  within  180  minutes  (3  hours)  of  time  last 
known  well. 

Stroke  . . 

Patients  with  ischemic  stroke  who  receive  antithrombotic  therapy  by 
the  end  of  hospital  day  two. 

Stroke  . 

Ischemic  stroke  patients  with  LDL  >/=  100  mg/dL,  or  LDL  not  meas¬ 
ured,  or,  who  were  on  cholesterol  reducing  therapy  prior  to  hos¬ 
pitalization  are  discharged  on  a  statin  medication. 

Stroke  . 

Patients  with  ischemic  or  hemorrhagic  stroke  or  their  caregivers  who 
were  given  education  or  educational  materials  during  the  hospital 
stay  addressing  all  of  the  following:  personal  risk  factors  for  stroke, 
warning  signs  for  stroke,  activation  of  emergency. 

Stroke  . 

Patients  with  an  ischemic  stroke  or  hemorrhagic  stroke  who  were  as¬ 
sessed  for  rehabilitation  services. 

VTE . 

■ 

This  measure  assesses  the  number  of  patients  that  receive  VTE  pro¬ 
phylaxis  or  have  documentation  why  no  VTE  prophylaxis  was  given 
within  24  hours  after  the  initial  admission  (or  transfer)  to  the  Inten¬ 
sive  Care  Unit  (ICU)  or  surgery  end  time. 

VTE . 

% 

y  . 

Patients  who  received  parenteral  and  warfarin  therapy  (overlap  ther¬ 
apy):  (1)  For  at  least  5  days,  with  an  INR  greater  than  or  equal  to  2 
prior  to  discontinuation  of  parenteral  therapy  OR  (2)  For  more  than  5 
days,  with  an  INR  less  than  2,  but  were  discharged  on  overlap  ther¬ 
apy  OR  (3)  Who  were  discharged  in  less  than  five  days  on  overlap 
therapy. 
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VTE 

VTE 


VTE 


Cardiac  Surgery  ......... 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Cardiac  Surgery . 

Nursing  Sensitive . . 

Nursing  Sensitive . . 

Nursing  Sensitive/HAI 
Nursing  Sensitive/HAI 

Nursing  Sensitive/HAI 

Nursing  Sensitive . 

Nursing  Sensitive  ...... 

Nursing  Sensitive . 

Nursing  Sensitive . 

Nursing  Sensitive . 

Nursing  Sensitive . 

Outcomes  . . . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . 

Outcomes  . . 

Outcomes  . . 

Outcomes  . 

Outcomes  . 

SCIP  . . 

PCI  Readmission . 


PCI  Mortality 


Measure  topic 


Measure  description 


This  measure  assesses  the  number  of  patients  receiving  intravenous 
(IV)  UFH  therapy  with  documentation  that  the  dosages  and  platelet 
counts  are  monitored  by  protocol  (or  nomogram). 

This  measure  assesses  the  number  of  VTE  patients  that  are  dis¬ 
charged  home,  home  care,  or  home  hospice  on  warfarin  with  written 
discharge  instructions  that  addresses  all  four  criteria:  Follow-up  Mon¬ 
itoring;  Compliance  Issues;  Dietary  Restrictions;  and,  Potential  for 
Adverse  Drug  Reactions/Interactions. 

This  measure  assesses  the  number  of  patients  that  were  diagnosed 
with  VTE  during  hospitalization  (not  present  at  admission)  that  did 
not  receive  VTE  prophylaxis. 

Post-operative  Renal  Failure. 


Surgical  Re-exploration. 

Anti-Platelet  Medication  at  Discharge. 

Beta  Blockade  at  Discharge. 

Anti-Lipid  Treatment  Discharge. 

Risk-Adjusted  Operative  Mortality  for  Coronary  Artery  Bypass  Graft 
CABG. 


Risk-Adjusted  Operative  Mortality  for  Aortic  Valve  Replacement  (AVR). 
Risk-Adjusted  Operative  Mortality  for  Mitral  Valve  Replacement/Repair 
(MVR). 

Risk-Adjusted  Operative  Mortality  MVR+CABG  Surgery. 

Risk-Adjusted  Operative  Mortality  for  AVR+CABG. 

Pre-Operative  Beta  Blockade. 

Duration  of  Prophylaxis  for  Cardiac  Surgery  Patients. 

Prolonged  Intubation  (ventilation). 

Deep  Sternal  Wound  Infection  Rate. 

Stroke/Cerebrovascular  Accident. 

Patient  Falls:  All  documented  falls  with  or  without  injury,  experienced 
by  patients  on  an  eligible  unit  in  a  calendar  month. 

Falls  with  Injury:  All  documented  patient  falls  with  an  injury  level  of 
minor  or  greater. 

Catheter  Associated  Urinary  Tract  Infection. 

Central  Line  Associated  Blood  Stream  Infection  in  the  ICU  and  high 
risk  neonatal  intensive  care  unit. 

Ventilator  Associated  Pneumonia  in  the  ICU. 

Pressure  Ulcer  Prevalence. 

Restraint  Prevalence  (vest  and  limb). 

Skill  Mix:  Percentage  of  hours  worked  by:  RN,  LPN/LVN,  UAP,  Con¬ 
tract/Agency. 

Hours  per  patient  day  worked  by  RN,  LPN,  and  UAP. 

Practice  Environment  Scale-Nursing  Work  Index. 

Voluntary  turnover  for  RN,  APN,  LPN,  UAP. 

PSI  03:  Decubitus  Ulcer. 

PSI  07:  Infection  Due  to  Medical  Care. 

PSI  08:  Post  Operative  Hip  Fracture. 

PSI  09:  Post  Operative  Hemorrhage  or  Hematoma*. 

PSI  10:  Post  Operative  Physiologic  Metabolic  Derangement*. 

PSI  11:  Post  Operative  Respiratory  Failure. 

PSI  12:  Post  Operative  PE  or  DVT. 

PSI  1 3:  Post  Operative  Sepsis. 

IQI  08:  In-hospital  Mortality  for  Esophageal  Resection. 

IQI  09:  In-hospital  Mortality  for  Pancreatic  Resection. 

IQI  12:  In-hospital  Mortality  for  Coronary  Artery  Bypass  Graft  CABG. 

IQI  13:  In-hospital  Mortality  for  Craniotomy*. 

IQI  14:  In-hospital  Mortality  for  Hip  Replacement. 

IQI  15:  In-hospital  Mortality  for  AMI. 

IQI  16:  In-hospital  Mortality  for  CHF. 

IQI  17:  In-hospital  Mortality  for  Stroke. 

IQI  18:  In-hospital  Mortality  for  Gl  Hemorrhage*. 

IQI  20:  In-hospital  Mortality  for  Pneumonia. 

Short  Half-Life  prophylactic  administered  preoperatively  redosed  within 
4  hours  after  preoperative  dose. 

Hospital-specific  30-day  risk-standardized  readmission  rate  following 
Percutaneous  Coronary  Intervention  (PCI)  among  patients  aged  18 
years  or  older. 

PCI  Mortality  for  STEMI/shock  patients:  Hospital-specific  30-day  all¬ 
cause  risk-standardized  mortality  rate  following  Percutaneous  Coro¬ 
nary  Intervention  (PCI)  among  patients  aged  18  years  or  older  with 
ST  segment  elevation  myocardial  infarction  (STEMI)  or  cardiogenic 
shock  at  the  time  of  procedure. 
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ICD  Complications 


Hospital  Acquired  Infections 
Hospital  Acquired  Infections 


Measure  topic 


Measure  description 


PCI  Mortality  for  non-STEMI/non-shock  patients:  Hospital-specific  30- 
day  all-cause  risk-standardized  mortality  rate  following  Percutaneous 
Coronary  Intervention  (PCI)  among  patients  aged  18  years  or  older 
without  ST  segment  elevation  myocardial  infarction  (STEMI)  and 
without  cardiogenic  shock  at  the  time  of  procedure. 

Hospital-specific  risk-standardized  complication  rate  following 
implantable  cardioverter  defibrillator  (ICD)  implantation  among  pa¬ 
tients  aged  18  years  or  older. 

Methicillin-Resistant  Staphylococcus  Aureus  (MRSA). 

Clostridium  Difficile  Associated  Diseases  (CDAD). 


*  AHRQ  is  currently  working  with  to  improve  and  refine  these  measures,  after  which  they  will  be  updated  to  reflect  the  most  current  evidence 
learned  as  a  result  of  validation  efforts  and  empirical  analyses. 


We  invited  public  comment  on  these 
measures  for  potential  future  use  in  the 
RHQDAPU  program,  as  well  as 
suggestions  and  supporting  rationales 
for  additional  measures  to  consider 
using  in  the  program  at  a  future  time. 

•  General  Comments 

Comment:  Several  commenters 
expressed  concern  over  the  number  of 
measures  listed  as  being  under 
consideration  for  FY  2012  and 
subsequent  years  in  the  proposed  rule. 
Commenters  believed  that  a  large 
increase  in  measures  in  future  years 
would  compete  with  other  critical 
initiatives  that  would  be  occurring  (such 
as  HIT  adoption  for  incentive  payments 
and  transitioning  to  ICD-10-CM  and 
ICD-10-PCS  implementation).  The 
commenters  recommended  that  CMS 
give  consideration  to  the  number  and 
burden  associated  with  the  measures 
particularly  as  many  are  not  EHR-based 
or  registry -based  measures.  The 
commenters  also  suggested  that  CMS 
prioritize  the  measures,  avoid 
redundancy  by  adopting  measures  that 
add  information  not  captured  in  other 
measures,  and  consider  measures  that 
are  closest  in  relation  to  desired 
outcomes  for  patients.  One  commenter 
also  suggested  that  CMS  assess  the 
feasibility  of  constructing  measures 
from  data  contained  in  the  typical 
hospital  electronic  health  record. 

Response:  We  listed  an  array  of 
measures  that  we  are  considering  for  the 
future.  We  will  carefully  weigh  the 
burden  associated  with  the  adoption  of 
measures  against  the  benefit  of  publicly 
reporting  that  data.  We  anticipate 
limited  adoption  of  chart-abstracted 
measures  in  the  future  because  we  wish 
to  minimize  the  burden  associated  with 
quality  measurement  during  a  time 
when  hospitals  will  be  implementing 
new  technologies  and  systems.  We  also 
will  continue  to  assess  the  feasibility  of 
alternative  data  sources  for  measures, 
such  as  registries  and  EHRs. 

Comment:  Commenters  recommended 
that  CMS  provide  clarity  on  the  status 
of  the  proposed  measures  regarding 


NQF  endorsement,  information  about 
the  data  abstraction  burden,  and  a 
central  location  for  specifications  for 
measures  under  consideration.  Another 
commenter  also  suggested  that  for 
measures  under  consideration,  CMS 
provide  information  on  benchmarking, 
potential  use,  affect  on  patient  care,  and 
development. 

Response:  We  understand  the  , 
commenters’  desire  to  have  more 
information  about  the  measures  being 
considered  for  the  future.  We  provide 
some  additional  information  in  our 
responses  to  comments  below,  and  we 
will  endeavor  to  provide  more  detailed 
information  about  measures  under 
consideration  in  the  future. 

•  Comment  on  Measure  Topic:  AMI 

Comment:  One  commenter  indicated 
that  the  Statin  at  Discharge  measure  for 
AMI  would  be  better  suited  as  a 
physician  measure  rather  than  a 
hospital  measure. 

Response:  We  will  take  this  into 
consideration  in  determining  whether  to 
adopt  this  measure  for  the  RHQDAPU 
program  in  the  future.  However 
discharge  medications,  such  as  aspirin 
at  discharge,  form  the  basis  for  other 
measures  which  we  have  implemented 
in  the  RHQDAPU  program. 

•  Comments  on  Measure  Topic:  ED- 
Throughput 

Comment:  Several  commenters 
supported  the  concept  of  the  ED- 
Throughput  measures.  Some 
commenters  made  suggestions  for 
refinements  to  the  specifications  for 
“Median  time  from  admit  decision  time 
to  time  of  departure  from  the  emergency 
room  for  patients  admitted  to  the  facility 
from  the  ED”  measure.  They  suggested 
using  the  time  when  an  admit  order  is 
written,  and  the  time  of  departure  from 
the  emergency  department  to  calculate 
the  median  times  for  this  measure. 

Other  commenters  suggested 
stratification  by  population  type. 

Response:  We  appreciate  the 
supportive  comments.  These 
suggestions  are  in  keeping  with  the 


current  measure  specifications  as 
endorsed  by  NQF.  These  ED- 
Throughput  measure  specifications  are 
available  in  the  Specifications  Manual 
on  http://www.QualityNet.org. 

Comment:  One  commenter  opposed 
the  ED-Throughput  measures  because 
the  commenter  believed  that  they 
measured  utilization. 

Response:  The  ED-Throughput 
measures  are  NQF-endorsed  quality 
measures.  The  ED-Throughput 
measures  reflect  not  only  the  processes 
of  care  that  occur  while  the  patient  is  in 
the  emergency  department,  but  also 
reflect  the  coordination  of  care, 
communication,  and  efficiency  of 
service  provision  beyond  the  walls  of 
the  emergency  department.  They 
address  ED  overcrowding,  which  has 
been  identified  as  a  major  quality  issue 
by  the  IOM. 

•  Comment  on  Measure  Topic: 
Complications 

Comment:  One  commenter  stated  that 
global  measures  such  the  Comorbidity 
Adjusted  Complication  Index  are  useful 
to  hospitals  in  quality  improvement 
efforts. 

Response:  We  agree  that  global 
measures  can  provide  useful  quality 
improvement  information  to  hospitals. 
We  also  believe  that  the  topic  of 
complications  is  an  important  one  for 
consumers.  This  measure  is  currently 
undergoing  evaluation  as  part  of  the 
NQF  consensus  development  project 
entitled  Hospital  Care:  Outcomes  and 
Efficiency  Measures  Phase  II.  We  will 
take  this  comment  into  consideration  in 
determining  whether  to  adopt  such 
measures  in  the  future. 

•  Comments  on  Measure  Topic:  Stroke 

Comment:  Numerous  commenters 
encouraged  CMS  to  adopt  the  stroke 
measures,  which  they  see  as  evidence- 
based  measures  that  accurately  measure 
evidence-based  care  of  the  stroke  patient 
to  minimize  secondary  strokes  and  other 
complications,  have  been  thoroughly 
researched^  and  are  widely  recognized. 
Several  commenters  cited  firsthand 
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experience  with  dramatic  quality 
improvements  resulting  from  the 
collection  and  reporting  of  these 
measures  to  a  registry. 

Response:  We  appreciate  and  agree 
with  these  supportive  statements.  Stroke 
is  a  topic  of  great  relevance  to  the 
Medicare  population  due  to  its  impact 
on  morbidity  and  mortality,  and  an  area 
of  great  potential  improvement  for 
hospitals. 

Comment:  Two  commenters 
supported  the  stroke  measures  under 
consideration  but  recommended 
limiting  the  measures  in  scope  to 
“Certified  Stroke  Centers”  in  order  to 
minimize  the  possibility  that  patients 
will  suffer  from  unintended 
consequences  due  to  a  provider’s  lack  of 
expertise  with  stroke.  Cine  commenter 
supported  all  but  the  STK-10  Assessed 
for  Rehabilitation  stroke  measure  and 
recommended  that  CMS  establish 
eligibility  criteria  for  the  Assessment  of 
Rehabilitation  measure  instead  of 
including  the  entire  stroke  population 
as  currently  defined  in  the 
Specifications  Manual. 

Response:  We  will  consider  these 
comments  in  deciding  whether  to  adopt 
these  measures  in  the  future.  We  note 
that  we  adopt  measures  for  the 
RHQDAPU  program  that  are  broadly 
applicable  to  all  participating  hospitals, 
and  that  acute  care  for  stroke  is  not 
given  only  by  hospitals  that  have 
attained  specific  certifications. 

Regarding  the  measure  on  stroke 
assessment,  the  scope  of  the  NQF- 
endorsed  measure  includes  the  entire 
stoke  population.  However,  the  measure 
allows  for  variation  in  the  extent/ degree 
of  the  assessment  based  on  clinical 
indications.  Specifications  for  the  stroke 
measures  are  available  in  the 
Specifications  Manual  at  https:// 
www.  QualityNet.  org. 

Comment:  Several  commenters 
generally  opposed  the  future  adoption 
of  one  or  more  of  the  stroke  measures 
into  the  RHQDAPU  program.  One . 
commenter  stated  that  the  abstraction 
rules  for  stroke  are  in  need  of  greater 
refinement  as  they  currently  allow  too 
much  room  for  subjective  interpretation. 
One  commenter  had  concerns  regarding 
inclusion  of  the  anticoagulation 
measure  because  falls  in  the  elderly 
population  can  be  a  significant  problem 
with  the  risk  of  intracranial  bleeding 
surpassing  the  benefit  of  anticoagulation 
therapy  for  atrial  fibrillation.  A  few 
commenters  opposed  “Thrombolysis 
therapy”  for  stroke,  stating  that  this 
therapy  is  not  yet  the  standard  of  care 
for  community  or  rural  hospitals  and 
that  administering  thrombolytic  therapy 
to  stroke  patients  has  a  high  risk  of 
complications. 


Response:  We  appreciate  these 
comments  and  will  take  them  into 
consideration.  Most  of  the  comments  we 
received  overwhelmingly  supported  the 
adoption  of  these  measures  for  the 
RHQDAPU  program  in.  the  future.  We 
believe  that  the  stroke  topic  is  of  great 
clinical  relevance  to  the  Medicare 
population  because  of  its  impact  on 
morbidity  and  mortality,  as  well  a 
stroke’s  debilitating  effect  on  the  quality 
of  life  among  Medicare  beneficiaries.  All 
of  the  measures  in  the  stroke  set  under 
consideration  are  important  to  the 
overall  outcome  of  the  patient.  The 
stroke  measures  are  based  on  current 
AHA  and  ASA  guidelines.  We  believe 
that  current  guidelines  for  stroke  care 
apply  across  hospital  types.  The 
measure  “Patients  with  an  ischemic 
stroke  with  atrial  fibrillation  discharged 
on  anticoagulation  therapy”  currently 
excludes  patients  for  whom  risks 
associated  with  treatment  with  an 
anticoagulant  would  outweigh  potential 
benefits.  Providing  timely  thrombolytic 
therapy  has  shown  to  greatly  reduce 
complications,  mortality  and  morbidity 
related  to  stroke.  The  measures  are 
intended  for  public  reporting,  and  are 
not  intended  to  encourage  a  particular 
treatment  when  it  is  not  warranted. 

•  Comments  on  Measure  Topic:  VTE 

Comment:  Two  commenters 
supported  CMS  adding  measures  VTE- 
1,  -2  and  -3  as  shown  in  the  inpatient 
measure  specification  manual  in  FY 
2012,  but  did  not  support  measures 
VTE— 4,  -5,  and  -6.  The  commenters 
stated  that  the  measures  shown  in  the 
table  do  not  seem  to  align  with  the  VTE 
measures  included  in  the  Specifications 
Manual  effective  with  October  1,  2009 
discharges.  The  commenters  also 
recommended  that  the  measure  “VTE- 
1:  prophylaxis  in  medical  and  non- 
SCIP-VTE  surgical  patients”,  which  we 
proposed  in  the  FY  2009  IPPS  proposed 
rule  (73  FR  23648)  but  did  not  adopt,  be 
considered  for  future  adoption  into  the 
RHQDAPU  program. 

Response:  The  VTE  measures  we 
listed  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  are  the  same 
as  the  VTE  measures  in  the  aligned 
Specifications  Manual.  VTE-1  appears 
in  the  aligned  Specifications  Manual, 
and  we  will  include  VTE-1  on  the  list 
of  measures  to  be  considered  for  FY 
2012  and  beyond. 

Comment:  One  commenter  supported 
all  but  VTE-3  and  —4  as  shown  in  the 
inpatient  measure  specification  manual, 
and  suggested  that  the  measure 
descriptions  be  clarified. 

Response:  The  formal  specifications 
can  be  found  in  the  aligned 
Specifications  Manual  on  the 


QualityNet  Web  site:  https:// 
www.QualityNet.org. 

•  Comments  on  Measure  Topic:  Cardiac 
Surgery 

Comment:  One  commenter  supported 
adopting  the  Cardiac  Surgery  measures 
for  the  RHQDAPU  program  because 
these  measures  are  appropriate  and 
useful  for  quality  improvement  and 
public  reporting  purposes.  Another 
commenter  indicated  that  the  data 
element  specifications  for  the  Cardiac 
Surgery  topic  need  more  rigor  and 
standardization. 

Response:  Cardiac  surgery  is  a  topic  of 
high  relevance  to  the  Medicare  program 
because  of  its  high  volume  among 
Medicare  beneficiaries.  We  note  that  the 
cardiac  surgery  measures  that  are  under 
consideration  for  adoption  in  future 
years,  as  well  as  their  specifications,  are 
NQF-endorsed  and  are  available  at 
http :/ /www.  quali  tyforum .  org/. 

•  Comments  on  Measure  Topics: 

Nursing  Sensitive  and  Nursing 
Sensitive/HAI 

Comment:  Several  commenters 
supported  the  Central  Line  [catheter] 
Associated  Blood  Stream  Infection  in 
the  ICU  and  high  risk  neonatal  intensive 
care  unit  measure,  and  the  CA  UTI 
infection  measure.  Several  commenters 
urged  CMS  to  consider  adopting  a 
Center  for  Disease  Control  measure  of 
Surgical  Site  Infection  that  is  not  listed 
in  the  table  of  measures  under 
consideration  for  future  years  (Table — 
above)  but  which  was  listed  in  the 
future  measure  table  in  the  2009  IPPS 
rule  at  73  FR  48611.  The  commenters 
stated  that  the  Central  Line  Associated 
Blood  Stream  Infection,  Catheter 
Associated  Urinary  Tract  Infection,  and 
Surgical  Site  Infection  measures  are 
thoroughly  specified,  are  currently  used 
in  other  reporting  initiatives,  are 
relevant  to  consumers,  and  reveal 
important  information  that  hospitals  can 
use  for  their  quality  improvement 
programs.  One  commenter  supported 
adoption  of  these  measures  if  hospitals 
do  not  have  to  join  a  registry  to  report 
the  information. 

Response:  We  thank  the  commenters 
for  these  suggestions  and  will  add 
Surgical  Site  Infection  to  the  list  of 
measures  being  considered  for  FY  2012 
and  beyond  because  it  addresses  the 
high  priority  topical  area  of  hospital- 
acquired  infections.  The  Central  Line 
[catheter]  Associated  Blood  Stream 
Infection  in  the  ICU  and  high  risk 
neonatal  intensive  care  unit  measure 
and  the  Catheter  Associated  UTI. 
measure  are  currently  being  collected  by 
the  CDC’s  National  Healthcare  Safety 
Network  (NHSN)  database  as 
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surveillance  measures.  We  are 
supportive  of  these  measures  as  they 
address  hospital-acquired  infections. 

We  are  exploring  the  possibility  of 
receiving  data,  with  permission  from 
participating  hospitals,  from  the  CDC  to 
avoid  duplicative  reporting  of 
information  by  hospitals  that  participate 
in  NHSN.  Furthermore,  we  are 
exploring  the  development  of  electronic 
specifications  for  the  collection  of  these 
measures  from  EHRs. 

Comment:  Several  commenters 
indicated  that  more  specificity, 
information,  and  clear  expectations  are 
needed  for  the  following  Nursing 
Sensitive  measures:  Patient  Falls:  All 
documented  falls  with  or  without 
injury,  experienced  by  patients  on  an 
eligible  unit  in  a  calendar  month;  Falls 
with  Injury:  All  documented  patient 
falls  with  an  injury  level  of  minor  or 
greater;  CA  UTI;  Pressure  Ulcer 
Prevalence;  and  Restraint  Prevalence 
(vest  and  limb).  In  particular,  the 
commenters  believe  that  definitions  for 
falls  and  CA  UTI  are  needed.  Ttoo 
commenters  indicated  that  the  Pressure 
Ulcer  Prevalence  measure  needs  more 
specificity  regarding  the  stage  of  the 
ulcer  and  whether  the  pressure  ulcer 
was  present  on  admission  or  hospital- 
acquired.  One  commenter  indicated 
that,  at  times,  pressure  ulcers  may  not 
be  preventable  (for  example,  cases 
where  patients  experience  multisystem 
organ  failure,  malnutrition,  when 
vasopressors  or  fluid  resuscitation  have 
been  employed,  or  when  the  patient 
cannot  be  turned  due  to  traumas 
requiring  surgery  to  be  performed). 

Response:  The  Nursing  Sensitive 
measures  are  currently  tbe  subject  of  an 
NQF  reevaluation  project.  We  anticipate 
that  considerations  such  as  these  will  be 
brought  forth  and  addressed  as 
necessary  during  the  reevaluation 
process  prior  to  the  time  we  would 
propose  to  adopt  the  measures.  X 

Comment:  A  few  commenters 
indicated  that  they  would  not  be  able  to 
calculate  the  voluntary  turnover 
measure  unless  this  was  manually 
tracked,  making  the  collection  of  data 
necessary  for  this  measure  resource 
intensive.  Another  commenter  indicated 
that  the  measures  in  the  Nursing 
Sensitive  measure  set  that  rely  on 
administrative  data  (such  as  voluntary 
turnover  and  skill  mix)  are  of 
questionable  validity  for  quality 
improvement. 

Response:  We  appreciate  these 
comments  and  will  take  them  into 
consideration  in  deciding  whether  to 
adopt  these  measures  in  the  future.  Our 
understanding  is  that  most  hospitals  are 
currently  collecting  the  data  elements 
for  the  voluntary  turnover  and  skill  mix 


measures.  Registries  of  Nursing 
Sensitive  Care  quality  measures 
currently  feature  these  administrative- 
based  measures  in  hospital  feedback 
reports  for  quality  improvement 
purposes. 

Comment:  Two  commenters  criticized 
the  Ventilator  Associated  Pneumonia 
[VAP]  in  the  ICU  measure.  One 
commenter  noted  that  a  recent  HHS 
National  Action  Plan  to  Prevent 
Healthcare-Associated  Infections 
indicated  that  “no  valid  outcome  or 
process  metric  had  been  identified  for 
VAP.”  Another  commenter  indicated 
that,  while  VAP  in  the  ICU  is  frequently 
tracked  for  State  reporting  purposes,  it 
is  a  poor  measure  for  quality 
improvement  or  for  external  comparison 
because  of  the  challenges  with  diagnosis 
and  definitions. 

Response:  Healthcare-associated 
infections  are  a  high  priority  area  for  us 
because  they  increase  complications 
and  treatment  costs,  and  we  are  looking 
to  this  as  an  area  for  future  - 
measurement.  We  agree  that  the 
definition  of  VAP  should  undergo 
further  standardization.  Therefore,  we 
will  not  consider  adopting  this  measure 
for  the  RHQDAPU  program  until  such  a 
definition  has  been  determined. 

•  Comments  on  Measure  Topic: 
Outcomes 

Comment:  Several  commenters 
supported  adoption  of  the  AHRQ 
patient  safety  indicators  and  inpatient 
quality  indicators,  but  many 
commenters  suggested  limiting  adoption 
to  two  or  three  AHRQ  measures 
annually  because  collection  of  more 
than  three  may  present  a  burden  to 
hospitals.  A  few  commenters  suggested 
reporting  one  or  more  of  the  AHRQ 
indicators  separately  from  the 
composite  measures. 

Response:  We  agree  that  these  are 
important  patient  safety  and  outcome 
measures  for  the  inpatient  setting.  These 
would  be  claims-based  measures. 
Therefore,  because  we  currently 
calculate  claims-based  measures  using 
only  Medicare  claims,  there  would  be 
no  additional  reporting  burden 
associated  with  these  measures.  To  the 
extent  that  the  measures  focus  on 
quality  of  care  issues,  we  believe  that 
hospitals  will  benefit  from  the 
information  these  measures  reveal.  We 
will  consider  the  suggestion  for  separate 
public  reporting  of  selected  indicators. 
However,  if  any  of  these  individual 
measures  are  adopted,  we  will  engage  in 
consumer  testing  regarding  how  best  to 
display  the  measures  on  the  Hospital 
Compare  Web  site.  The  measure 
specifications  for  the  AHRQ  inpatient 
quality  indicators  and  patient  safety 


indicators  are  available  at  http:// 
www.qualityindicators.ahrq.gov/. 

Comment:  One  commenter  stated  that, 
while  AHRQ  patient  safety  measures 
may  have  value  to  hospitals  for  internal 
quality  improvement  purposes,  they 
currently  lack  the  sensitivity  and 
specificity  required  for  use  as 
comparative,  publicly  reported 
measures,  especially  the  research- 
oriented  PSI  measures.  Because  they  are 
derived  from  administrative  data,  one 
commenter  suggested  that  they  are  less 
sensitive  than  measures  derived  from 
clinical  chart  abstraction  at  identifying 
relevant  patients  and  excluding  other 
patients.  One  commenter  indicated  that 
some  of  the  AHRQ  indicators  have  very 
high  false  positive  rates  and  that 
extensive  field  testing  and 
respecification  would  be  needed.  One 
commenter  suggested  that  the  risk 
adjustment  seems  unfairly  advantageous 
to  larger  volume  hospitals. 

Response:  We  appreciate  these 
comments  and  will  take  them  into 
consideration  in  determining  which 
measures  to  adopt  for  the  RHQDAPU 
program  in  the  future.  We  are  aware  of 
and  encourage  current  validation 
projects  involving  positive  predictive 
value  and  sensitivity  being  performed 
on  these  measures  as  they  will  lead  to 
improvements  in  the  measure 
specifications. 

Comment:  One  commenter  expressed 
concern  that  traditional  risk  adjustment 
would  not  be  appropriate  for  IQI 17:  In- 
hospital  Mortality  for  Stroke.  The 
commenter  suggested  that  a  proper  risk 
adjustment  model  for  in-hospital  stroke 
mortality  should  account  for  stroke 
severity  on  presentation  and  stroke  type 
(hemorrhagic  versus  ischemic  stroke). 
The  commenter  suggested  stratification 
of  stroke  mortality  by  type  and 
suggested  use  of  a  well-established 
stroke  severity  scale  in  risk  adjustment 
models  for  stroke  mortality. 

Response:  We  appreciate  this 
suggestion.  However,  we  note  that  the 
current  risk. adjustment  model  for  the 
in-hospital  stroke  mortality  measure  has 
been  endorsed  by  the  NQF  as 
appropriate  for  this  measure,  and  we 
also  believe  the  model  is  appropriate 
because  it  underwent  a  rigorous 
consensus  development  process. 

•  Comments  on  Measure  Topics:  PCI 
Readmission  and  PCI  Mortality 

Comment:  Two  commenters 
supported  the  PCI  30-day  mortality  and 
30-day  readmission  rates  and  requested 
that  CMS  consider  adopting  the  PCI 
measure  set  for  FY  2011  payment 
determination.  One  commenter  also 
stated  that  it  is  imperative  that  the 
outcome  findings  are  drilled  down  far 
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enough  that  hospital-specific  results  can 
be  obtained  and  patients  can  view 
hospital  results  based  upon  the 
condition  or  procedure  they  are 
undergoing.  One  commenter 
recommended  that  that  the  PCI 
Readmission  and  PCI  Mortality  measure 
related  to  STEMl/Shock  be  defined  to 
include  the  base  population  as  defined 
in  the  AMI  Core  Measure  in  order  to 
reduce  additional  abstraction  burden  in 
identifying  and  defining  shock. 

Response:  We  thank  the  commenters 
for  their  support  for  the  PCI  mortality  - 
and  readmission  measures  and  will 
consider  adopting  these  measures  for 
the  RHQDAPU  program.  Before  we  add 
them  to  the  RHQDAPU  program 
measure  set,  however,  we  will  propose 
to  adopt  them  as  part  of  the  rulemaking 
process.  The  current  outcomes  and 
readmissions  measures  are  all 
calculated  at  the  hospital  level  for 
various  conditions,  allowing  patients  to 
view  hospital  level  results.  Future 
outcomes  and  readmission  measures, 
including  the  PCI  30-day  mortality  and 
30-day  readmission  rates,  if  adopted  for 
the  RHQDAPU  program,  would  be 
calculated  in  this  manner  as  well.  These 
measures  are  specified  as  claims-based 
measures  for  which  there  is  no  chart 
abstraction.  These  measures  are 
currently  undergoing  evaluation  as  part 
of  an  NQF  consensus  development  ' 
project  entitled  Hospital  Care:  Outcomes 
and  Efficiency  Measures  Phase  II. 

•  Comment  on  Measure  Topic:  ICD 
Complications 

Comment:  One  commenter 
recommended  that  CMS  follow 
definitions  established  by  the  ICD 
Registry  to  assure  standardization  of  the 
ICD  Complications  measure. 

Response:  We  intend  to  use 
standardized  measure  specifications  for 
measures  that  are  adopted  into  the 
RHQDAPU  program  and  seek  to  adopt 
measures  that  have  been  endorsed  by 
the  NQF.  Therefore,  when  available,  we 
adopt  NQF-endorsed  measures  for  a 
particular  topic  and  utilize  the  measure 
specifications  that  were  endorsed  by  the 
NQF. 

•  Comment  on  Measure  Topic: 
Hospital-Acquired  Infections 

Comment:  One  commenter  indicated 
that,  because  of  increased  screening, 
there  is  a  need  to  distinguish  between 
healthcare-acquired  MRSA  infections 
and  community-associated  infections, 
and  that  all  multi-drug  resistant 
infections  should  be  reported  in  order  to 
focus  efforts  on  reducing  these 
infections,  rather  than  one  in  particular. 

Response:  We  agree  that  the 
distinction  between  the  sources  of 


MRSA  infections  is  important.  The 
MRSA  measure  under  consideration  for 
the  RHQDAPU  program  focuses  only  on 
hospital-acquired  infections.  As  for  the 
reporting  of  other  multi-drug  resistant 
infections,  we  will  take  this  comment 
into  account  as  we  develop  future 
measures. 

•  Comments  on  Measure  Topic:  Topics 
and  Measures  Suggested  by  Commenters 

Comment:  Commenters  suggested 
seven  additional  topics  and  measures  to 
consider  for  future  adoption  into  the 
RHQDAPU  program: 

•  Surgical  site  infection  rate 

•  Dysphagia  screening  for  stroke 

•  Pediatric  Quality  Indicators 

•  Chronic  Obstructive  Pulmonary 
Disease  (COPD) 

•  Inpatient  Resource  Use  and 
Efficiency 

•  Global  smoking  cessation  measure 

•  Inpatient  Psychiatric  Measures 

Commenters  noted  that  two  of  these 

topics  (Surgical  Site  Infection  and 
Chronic  Obstructive  Pulmonary  Disease 
(COPD)  were  discussed  in  the  future 
measure  section  of  the  FY  2009  IPPS 
proposed  rule  but  not  in  the  current 
proposed  rule  for  FY  2010. 

Response:  We  will  consider  these 
suggestions  when  selecting  measures  for 
the  RHQDAPU  program  in  the  future. 

We  agree  that  surgical  site  infection, 
dysphagia  screening  for  stroke,  and 
COPD  are  appropriate  areas  for  the 
RHQDAPU  program  because  they 
address  conditions  that  are  of  high 
prevalence  and  cost  to  the  Medicare 
program. 

CMS  currently  includes  several 
indicators  of  Pediatric  Quality  on  the 
Hospital  Compare  Web  site  based  on  the 
submission  of  the  data  as  part  of  other 
voluntary  quality  reporting  initiatives. 
While  we  publicly  report  these 
measures,  we  are  not  currently 
considering  requiring  these  indicators  or 
other  Pediatric  Quality  indicators  for  the 
RHQDAPU  program  because  pediatric 
conditions  affect  a  very  small  number  of 
Medicare  beneficiaries. 

In  summary,  we  appreciate  the  public 
comments  we  received  and  will  ’ 
consider  them  as  we  develop  proposals 
for  new  quality  measures  for  the  FY 
2012  payment  determination  and 
subsequent  years. 

5.  Form,  Manner,  and  Timing  of  Quality 
Data  Submission 

Section  1886(b)(3)(B)(viii)(I)  of  the 
Act  requires  that  subsection  (d) 
hospitals  submit  data  on  measures 
selected  under  that  clause  with  respect 
to  the  applicable  fiscal  year.  In  addition, 
section  1886(b)(3)(B)(viii)(II)  of  the  Act 
requires  that  each  subsection  (d) 


hospital  submit  data  on  measures 
selected  under  that  clause  to  the 
Secretary  in  a  form  and  manner,  and  at 
a  time,  specified  by  the  Secretary.  The 
data  submission  requirements, 
Specifications  Manual,  and  submission 
deadlines  are  posted  on  the  QualityNet 
Web  site  at:  https://www.QualityNet.org. 
CMS  requires  that  hospitals  submit  data 
in  accordance  with  the  specifications  for 
the  appropriate  discharge  periods. 

Hospitals  submit  quality  data  through 
the  secure  portion  of  the  QualityNet 
Web  site  (formerly  known  as  QualityNet 
Exchange)  ( https://www . QualityNet.org) . 
This  Web  site  meets  or  exceeds  all 
current  Health  Insurance  Portability  and 
Accountability  Act  requirements  for 
security  of  protected  health  information. 

a.  RHQDAPU  Program  Procedures  for 
the  FY  2011  Payment  Determination 

For  the  FY  2011  payment 
determination,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24174),  we  proposed  that  the  following 
procedures  would  apply  to  hospitals 
participating  in  the  RHQDAPU  program.  • 
These  procedures  are,  for  the  most  part, 
the  same  as  the  procedures  that  apply  to 
the  FY  2010  payment  determination.  We 
identify  below  where  we  proposed  to 
modify  a  procedure. 

•  Register  with  QualityNet,  before 
participating  hospitals  initially  begin 
reporting  data,  regardless  of  the  method 
used  for  submitting  data. 

•  Identify  a  QualityNet  Administrator 
who  follows  the  registration  process 
located  on  the  QualityNet  Web  site 
(https  ://www.  QualityNet.  org) . 

•  Notice  of  Participation.  New 
subsection  (d)  hospitals  and  existing 
hospitals  that  wish  to  participate  in  the 
RHQDAPU  program  for  the  first  time 
must  complete  a  revised  “Reporting 
Hospital  Quality  Data  for  Annual 
Payment  Update  Notice  of 
Participation”  form  (Notice  of 
Participation  form)  that  includes  the 
name  and  address  of  each  hospital 
campus  that  shares  the  same  CMS 
Certification  Number  (CCN). 

We  proposed  that  any  hospital  that 
receives  a  new  CCN  on  or  after  October 
15,  2009  (including  new  subsection  (d) 
hospitals  and  hospitals  that  have 
merged)  that  wishes  to  participate  in  the 
RHQDAPU  program  and  has  not 
otherwise  submitted  a  Notice  of 
Participation  form  using  that  CCN  must 
submit  a  completed  Notice  of 
Participation  form  no  later  than  180 
days  from  the  date  identified  as  the 
open  date  (that  is,  the  Medicare 
acceptance  date)  on  the  approved  CMS 
Online  System  Certification  and 
Reporting  (OSCAR)  system.  We  believe 
that  this  deadline  will  give  these 
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hospitals  a  sufficient  amount  of  time  to 
get  their  operations  up  and  running 
while  simultaneously  providing  CMS 
with  clarity  regarding  whether  they 
intend  to  participate  in  the  RHQDAPU 
program  for  FY  2011. 

We  also  proposed  that  hospitals 
having  an  open  date  (or  Medicare 
acceptance  date)  (as  noted  on  the 
approved  CMS  OSCAR  system)  before 
October  15,  2009,  that  did  not 
participate  in  the  RHQDAPU  program  in 
FY  2010  but  that  wish  to  participate  in 
the  RHQDAPU  program  for  the  FY  2011 
payment  determination  must  submit 
completed  Notice  of  Participation  forms 
to  CMS  on  or  before  December  31,  2009. 
These  hospitals,  unlike  hospitals  that 
receive  a  new  CCN,  do  not  need  to  get 
their  operations  up  and  running. 
Therefore,  we  believe  this  is  a 
reasonable  deadline  that  will  enable 
these  hospitals  to  decide  whether  they 
want  to  participate  in  the  RHQDAPU 
program  while  also  enabling  CMS  to 
collect  enough  data  from  them  to  make 
an  accurate  FY  2011  payment 
determination. 

We  note  that  under  our  current 
requirements,  hospitals  must  begin 
submitting  RHQDAPU  program  data 
starting  with  the  first  day  of  the  quarter 
following  the  date  when  the  hospital 
registers  to  participate  in  the  program. 
For  purposes  of  meeting  this 
requirement,  we  interpret  the 
registration  date  to  be  the  date  that  the 
hospital  submits  a  completed  Notice  of 
Participation  form.  As  proposed 
previously  in  this  section,  hospitals 
must  also  register  with  QualityNet  and 
identify  a  QualityNet  Administrator 
who  follows  the  QualityNet  registration 
process  before  submitting  RHQDAPU 
program  data. 

•  Collect  and  report  data  for  each  of 
the  quality  measures  under  the  topic 
areas  that  require  chart  abstraction.  For 
the  FY  2011  payment  determination, 
these  topic  areas  are  AMI,  HF,  PN,  and 
SCIP.  Hospitals  must  report  these  data 
by  each  quarterly  deadline.  Hospitals 
must  submit  the  data  to  the  QIO  Clinical 
Warehouse  using  the  CART,  The  Joint 
Commission  ORYX  ®  Core  Measures 
Performance  Measurement  System,  or 
another  third-party  vendor  tool  that 
,  meets  the  measurement  specification 
requirements  for  data  transmission  to 
QualityNet.  All  submissions  will  be 


executed  through  My  QualityNet,  the 
secure  part  of  the  QualityNet  Web  site. 
Because  the  information  in  the  QIO 
Clinical  Warehouse  is  considered  QIO 
information,  it  is  subject  to  the  stringent 
QIO  confidentiality  regulations  in  42 
CFR  part  480.  The  QIO  Clinical 
Warehouse  will  submit  the  data  to  CMS 
on  behalf  of  the  hospitals. 

•  Submit  complete  data  for  each 
quality  measure  that  requires  chart 
abstraction  in  accordance  with  the  joint 
CMS/The  Joint  Commission  sampling 
requirements  located  on  the  QualityNet 
Web  site.  These  requirements  specify 
that  hospitals  must  submit  a  random 
sample  or  complete  population  of  cases 
for  each  of  the  topics  covered  by  the 
quality  measures.  Hospitals  must  meet 
the  sampling  requirements  for  these 
quality  measures  for  discharges  in  each 
quarter. 

•  Submit  to  CMS  on  a  quarterly  basis 
aggregate  population  and  sample  size 
counts  for  Medicare  and  non-Medicare 
discharges  for  the  topic  areas  for  which 
chart-abstracted  data  must  be  submitted 
(currently  AMI,  HF,  PN,  and  SCIP). 
However,  in  order  to  reduce  the  burden 
on  hospitals  that  treat  a  low  number  of 
patients  in  a  RHQDAPU  program  topic 
area,  a  hospital  that  has  five  or  fewer 
discharges  (Medicare  and  non-Medicare 
combined)  in  a  topic  area  dining  a 
quarter  in  which  data  must  be  submitted 
is  not  required  to  submit  patient-level 
data  for  that  topic  area  for  the  quarter. 
The  hospital  must  still  submit  its 
aggregate  population  and  sample  size 
counts  for  Medicare  and  non-Medicare 
discharges  for  the  four  topic  areas  each 
quarter.  We  also  note  that  hospitals 
meeting  the  five  or  fewer  patient 
discharge  exception  may  voluntarily 
submit  these  data. 

•  Continuously  collect  and  submit 
HCAHPS  data  in  accordance  with  the 
HCAHPS  Quality  Assurance  Guidelines, 
V4.0  (the  most  current  version  of  the 
guidelines),  located  at  the  Web  site 
http://www.hcahpsonline.org.  The  QIO 
Clinical  Warehouse  will  accept  zero 
HCAHPS-eligible  discharges.  However, 
in  order  to  reduce  the  burden  on 
hospitals  that  treat  a  low  number  of 
patients  that  would  be  otherwise 
covered  by  the  HCAHPS  submission 
requirements,  a  hospital  that  has  five  or 
fewer  HCAHPS-eligible  discharges 
during  a  month  is  not  required  to 


submit  HCAHPS  surveys  for  that  month. 
However,  hospitals  that  meet  this 
exception  may  voluntarily  submit  this 
data.  The  hospital  must  still  submit  its 
total  number  of  HCAHPS-eligible  cases 
for  that  month  as  part  of  its  quarterly 
HCAHPS  data  submission. 

•  The  quarterly  data  submission 
deadline  for  hospitals  to  submit  patient 
level  data  for  the  proposed  measures 
that  require  chart  abstraction  is  4 
months  following  the  last  discharge  date 
in  the  calendar  quarter.  CMS  will  post 
the  quarterly  submission  deadline 
schedule  on  the  QualityNet  Web  site 
[https://www.QualityNet.org).  The 
collection  of  new  chart-abstracted 
measures  for  the  FY  2011  payment 
determination  would  begin  with  1st 
calendar  quarter  2010  discharges,  for 
which  the  submission  deadline  would 
be  August  15,  2010. 

•  The  data  submission  deadline  for 
hospitals  to  submit  aggregate  population 
and  sample  size  count  data  for  the 
measures  requiring  chart  abstraction  is 
four  months  following  the  last  discharge 
date  in  the  calendar  quarter.  This 
requirement  allows  CMS  to  advise 
hospitals  regarding  their  submission 
status  in  enough  time  for  them  to  make 
appropriate  revisions  before  the  data 
submission  deadline.  We  will  post  the 
aggregate  population  and  sample  size 
count  data  submission  deadlines  on  the 
QualityNet  Web  site  [https:// 
www.QualityNet.org). 

•  CMS  strongly  recommends  that 
hospitals  review  the  QIO  Clinical 
Warehouse  Feedback  Reports  and  the 
RHQDAPU  Program  Provider 
Participation  Reports  that  are  available 
after  patient  level  data  are  submitted  to 
the  QIO  Clinical  Warehouse.  CMS 
generally  updates  these  reports  on  a 
daily  basis  to  provide  accurate 
information  to  hospitals  about  their 
submissions.  These  reports  enable 
hospitals  to  ensure  that  their  data  were 
submitted  on  time  and  accepted  into  the 
QIO  Clinical  Warehouse. 

Hospitals  are  encouraged  to  regularly 
check  the  QualityNet  Web  site,  https:// 
www.QualityNet.org,  for  program 
updates  and  information. 

•  We  also  proposed  that  the  following 
RHQDAPU  program  claims-based 
measures  would  be  calculated  using 
Medicare  claims: 


Topic 

FY  201 1  payment  determination:  proposed  claims-based  quality  measures 
(no  hospital  data  submission  required) 

Mortality  Measures  (Medicare  Patients) 

•  MORT-30-AMI  Acute  Myocardial  Infarction  30-day  mortality— Medicare  patients. 

•  MORT-30-HF  Heart  Failure  30-day  mortality — Medicare  patients. 
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op  c  1  (no  hospital  data  submission  required) 


|  •  MORT-30-PN  Pneumonia  30-day  mortality — Medicare  patients. 

_ i _ _ _ 

Readmission  Measures  (Medicare  Patients) 


•  READ-30-HF  Heart  Failure  (HF)  30-Day  Risk  Standardized  Readmission  Measure  (Medicare  patients). 

•  READ-30-AMI  Acute  Myocardial  Infarction  (AMI)  30-Day  Risk  Standardized  Readmission  Measure  (Medicare  patients). 

•  READ-30-PN  Pneumonia  (PN)  30-Day  Risk  Standardized  Readmission  Measure  (Medicare  patients). 


AHRQ  Patient  Safety  Indicators  (PSIs),-  Inpatient  Quality  Indicators  (IQIs)  and  Composite  Measures 

- - — - rr - 

j  •  PSI  06:  Iatrogenic  pneumothorax,  adult. 

•  PSI  14:  Postoperative  wound  dehiscence. 

•  PSI  15:  Accidental  puncture  or  laceration. 

•  IQI  11:  Abdominal  aortic  aneurysm  (AAA)  mortality  rate  (with  or  without  volume). 

•  IQI  19:  Hip  fracture  mortality  rate. 

•  Mortality  for  selected  surgical  procedures  (composite). 

•  Complication/patient  safety  for  selected  indicators  (composite). 

•  Mortality  for  selected  medical  conditions  (composite). 

AHRQ  Patient  Safety  Indicator  (PSI)  and  Nursing  Sensitive  Care 


•  Death  among  surgical  inpatients  with  serious,  treatable  complications. 


For  the  claims-based  RHQDAPU 
program  measures  listed  in  the  table 
above,  hospitals  are  not  required  to 
submit  the  data  to  the  QIO  Clinical 
Warehouse.  CMS  uses  the  existing 
Medicare  fee-for-service  claims  to 
calculate  the  measures.  For  the  FY  2011 
payment  determination,  CMS  will  use  3 
years  of  discharges  from  July  1,  2006, 
through  June  30,  2009,  for  the  30-day 
mortality  and  30-day  readmission 
measures.  For  the  AHRQ  PSI,  IQI  and 
Composite  measures  (including  the 
AHRQ  PSI  and  Nursing  Sensitive  Care 
measure,  Death  among  surgical 
inpatients  with  serious,  treatable 
complications),  we  will  use  1  year  of 
claims  from  July  1,  2008,  through  June 
30,  2009,  to  calculate  these  measures. 

•  We  proposed  that  hospitals  report 
the  information  needed  to  calculate  the 


three  proposed  structural  measures 
directly  onto  the  QualityNet  Web  site  on 
a  quarterly  basis  starting  with  1st 
calendar  quarter  2010.  The  quarterly 
submission  deadline  for  reporting  these 
measures  will  be  4V2  months  following 
the  last  date  in  the  quarter  covered  by 
the  data  report.  For  example,  the 
reporting  deadline  for  these  structural 
measures  covering  1st  calendar  quarter 
2010  is  August  15,  2010.  The  4V2  month 
lag  between  the  end  of  the  quarter  and 
the  reporting  deadline  is  intended  to 
provide  hospitals  with  sufficient  time  to 
collect  the  information  needed  to 
accurately  report  the  proposed 
structural  measures,  and  aligns  with  the 
quarterly  submission  deadlines  for  the 
measures  for  which  chart-abstraction  is 
required.  As  noted  above  in  section 


V.A.3.b.(4).  of  this  final  rule,  after 
consideration  and  review  of  public 
comments,  we  are  modifying  our 
proposal  that  the  two  new  structural 
measures  be  reported  quarterly  and 
instead,  we  are  finalizing  a  requirement 
that  hospitals  report  these  data 
annually.  We  also  are  requiring  annual 
reporting  for  the  existing  cardiac  surgery 
structural  requirement  for  the  FY  2011 
payment  determination.  Annual  data 
submission  for  the  structural  measures 
via  a  Web-based  collection  tool  will 
begin  in  July  2010  with  respect  to  the 
time  period  of  January  1,  2010  through 
June  30,  2010. 

Below  is  the  list  of  three  structural 
measures  we  are  adopting  for  the  FY 
2011  payment  determination: 


- r 

Topic 

FY  201 1  payment  determination:  structural  measures 

Cardiac  Surgery 

•  Participation  in  a  Systematic  Database  for  Cardiac  Surgery. 

Stroke  Care 

% 

•  Participation  in  a  Systematic  Clinical  Database  Registry  for  Stroke  Care. 

Nursing  Sensitive  Care  » 

*  Participation  in  a  Systematic  Clinical  Database  Registry  for  Nursing  Sensitive  Care. 

We  indicated  that  we  would  add  a 
link  on  the  QualityNet  Web  site  to  the 
Web  page(s)  that  hospitals  can  use  to 
report  the  structural  measures  after  we 
issued  this  final  rule. 

Comment:  Several  commenters 
supported  our  proposal  to  allow 
hospitals  with  five  or  fewer  heart  . 


failure,  pneumonia,  or  surgical  care 
patients  in  a  calendar  quarter  to  not 
submit  quality  measure  data  for  that 
quarter.  However,  the  commenters 
suggested  that  should  a  hospital  wish  to 
voluntarily,  report  such  data,  it  should 
be  permitted  to  do  so.  This  will  reduce 
r.Uu»  '  -hi'.iu:  .  '  .notnr 


the  burden  on  small  hospitals  with  a 
very  small  number  of  cases. 

Response:  We  currently  allow 
hospitals  treating  five -or  fewer  patients 
in  a  calendar  quarter  in  a  topic  area  that 
do  not  otherwise  have  to  submit  data  for 
that  topic  area  to  voluntarily  report  data 
for  that  topic.  We  believe  that  this 
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allowance  is  consistent  with  the  intent 
of  the  RHQDAPU  program  to  promote 
public  reporting  and  hospital  quality 
improvement  through  measuring  quality 
of  care.  Currently,  many  hospitals  to 
which  the  RHQDAPU  program  does  not 
apply  (including  CAHs  and  hospitals 
located  in  Maryland  and  Puerto  Rico) 
report  these  data  on  a  voluntary  basis  as 
part  of  their  quality  improvement 
efforts. 

We  note  that  we  will  publicly  report 
the  measure  rates  for  all  data  submitted 
by  RHQDAPU  program  participating 
hospitals,  including  data  voluntarily 
reported  by  RHQDAPU  program 
participating  hospitals  treating  five  or 
fewer  cases  in  a  topic  in  a  calendar 
quarter,  because  we  expect  that  a 
portion  of  these  hospitals  will  have 
variable  quarterly  caseloads  and  will 
submit  data  on  a  sufficient  number  of 
cases  (that  is,  more  than  25)  across  all 
four  posted  quarters  to  make  their 
overall  measure  rates  generally  reliable. 
However,  we  also  will  continue  to 
include  a  footnote  on  the  Hospital 
Compare  Web  site  in  the  event  that 
some  of  these  hospitals  do  not  have  data 
for  at  least  25  cases  combined  over  the 
four  quarters.  That  footnote  states  that 
“The  number  of  cases  is  too  small  (<25) 
to  reliably  tell  how  well  a  hospital  is 
performing.”  We  believe  that  this  . 
footnote  adequately  addresses  hospital 
concerns  about  data  reliability. 

Comment:  One  commenter  stated  that 
the  proposed  rule  does  not  address  the 
issue  of  data  resubmission  when  a 
hospital  or  its  vendor  becomes  aware  of 
an  error  in  the  data  that  was  sent  for 
posting  on  the  Hospital  Compare  Web 
site.  The  commenter  urged  immediate 
adoption  of  an  effective  mechanism  that 
allows  hospitals  and  their  vendors  to 
resubmit  quality  measure  data  if  they 
discover  an  error.  The  commenter  stated 
that  the  point  of  public  reporting  is  to 
put  accurate  and  useful  information  into 
the  hands  of  the  public,  and  this  is 
facilitated  by  allowing  known  mistakes 
to  be  corrected. 

Response:  Although  we  understand 
the  commenter’s  concern,  the  quarterly 
validation  sample  selection  is  reliant  on 
a  locked  final  data  file  of  hospital 
submitted  cases.  Allowing  resubmission 
after  the  quarterly  deadline  would  delay 
the  final  lockdown  date  of  the  quarterly 
data  file,  and  CMS  would  have  to  delay 
the  validation  process  or  simply  not 
validate  resubmitted  data.  We  believe 
that  both  of  these  options  would 
adversely  impact  data  quality. 

We  remind  the  commenter  that 
hospitals  can  correct  information  and 
resubmit  cases  Until  the  quarterly 
submission  deadline,  which  generally 
occurs  4V2;  months  following  the  last 


discharge  date  in  a  calendar  quarter.  We 
also  encourage  hospitals  to  submit  data 
early  in  the  submission  schedule,  so 
that  they  can  identify  errors  and 
resubmit  data  before  the  quarterly 
submission  deadline.  Generally, 
hospitals  can  submit  cases  from  the  first 
discharge  date  in  a  quarter  until  the 
quarterly  submission  deadline. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final  our  proposals  regarding 
RHQDAPU  program  procedures  for  the 
FY  2011  payment  determination. 

b.  RHQDAPU  Program  Disaster 
Extensions  and  Waivers 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24176),  we 
solicited  public  comment  about  rules 
we  could  adopt  that  would  enable 
hospitals  to  request  either  an  extension 
or  a  waiver  of  various  RHQDAPU 
program  requirements  in  the  event  of  a 
disaster  (such  as  a  hurricane  that 
damages  or  destroys  the  hospital). 

Specifically,  we  welcomed  public 
comment  on  the  following  issues: 

•  Recommendations  for  rules  that  we 
could  follow  when  considering  whether 
to  grant  an  extension  or  waiver  of 
RHQDAPU  program  requirements  in  the 
event  of  a  disaster,  including  suggested 
criteria  that  we  should  take  into  account 
(for  example,  specific  hospital 
infrastructure  damage,  hospital  closure 
time  period,  degree  of  destruction  of 
medical  records,  impact  on  data 
vendors,  and  long-term  evacuation  of 
discharged  patients  impacting  HCAHPS 
survey  participation). 

•  The  role  tnat  QIOs  and  QIO  support 
contractors  should  play  in  the  event  of 
a  disaster,  including  communicating 
with  affected  hospitals,  communicating 
with  State  hospital  associations,  and 
collecting  information  directly  from 
hospitals. 

•  How  CMS  extension  or  waiver 
decisions  should  be  communicated  to 
affected  hospitals. 

•  Any  other  issues  commenters  deem 
relevant  to  a  hospital’s  request  for  an 
extension  or  waiver  of  RHQDAPU 
program  requirements  in  the  event  of  a 
disaster.  ~ 

*  Comment:  One  commenter 
appreciated  CMS  recognizing  that 
hospitals  facing  certain  disasters,  such 
as  a  hurricane,  should  be  granted  an 
extension  or  waiver  of  the  RHQDAPU 
program  requirements.  Commenters 
suggested  that,  although  the  decision  to 
grant  an  extension  or  waiver  is  best 
made  on  a  case-by-case  basis  depending 
on  each  hospital’s  unique  situation, 
CMS  develop  some  general  criteria  for 
when  such  extensions  or  waivers  would 
be  granted.  Commenters  reminded  CMS 


that  when  a  hospital  is  damaged  or 
destroyed,  CMS’  usual  means  of 
communicating  to  the  hospital,  such  as 
by  QualityNet  nr  the  mail,  may  be 
impossible.  Commenters  urged  CMS  to 
develop  a  creative  and  flexible  approach 
to  communicating  with  hospitals  in 
these  situations  to  ensure  that  such 
hospitals  are  aware  that  they  may 
receive  waivers  during  difficult  times. 

Response:  We  will  consider  these 
comments  as  we.  develop  program 
procedures  for  disaster  extensions  or 
waivers.  We  are  mindful  that  many 
hospitals  operating  in  these  adverse 
situations  cannot  access  the  Internet  or 
mail  service.  We  note  that  we  currently 
use  a  variety  of  means  to  communicate 
with  hospitals  in  these  circumstances, 
including  utilizing  our  State  QIOs  and 
national/state  hospital  associations,  and 
we  will  continue  to  do  so. 

Commeht:  One  commenter  supported 
CMS  and  QIOs  contacting  both  hospitals 
in  affected  areas  and  their  data  vendors 
in  the  event  of  disaster.  The  commenter 
also  supported  using  e-mail  first  to 
communicate  this  information,  followed 
by  a  phone  call  (if  phone  service  is 
available)  from  a  QIO,  then  a  follow-up 
letter  to  the  hospital  administrator  and 
hospital  QualityNet  Administrator.  The 
commenter  believed  that  the  reasons  for 
providing  a  waiver  as  outlined  in  the 
proposed  rule  were  fair,  but  suggested 
that  when  a  hospital  response  is 
requested  by  State  or  local  government 
for  any  reason,  then  a  waiver  or 
extension  should  also  be  considered. 
The  commenter  recommended  that,  if  a 
vendor  is  impacted,  that  should  be 
should  also  be  grounds  for  a  hospital 
extension  or  waiver. 

Response:  We  will  consider  these 
recommendations  when  considering 
disaster  extension/waiver 
communications  and  reasons  for 
granting  extensions  or  waivers.  We 
interpret  the  comment  about  “when  a 
hospital  response  is  requested  by  a  State 
or  local  government”  to  mean  that  the 
governmental  entity  has  asked  the 
hospital  to  continue  or  cease  certain 
operations.  Since  hospital  resources 
might  be  redirected  from  activities 
related  to  hospital  quality  data  reporting 
to  providing  critical  services  in  disaster 
situations,  we  will  also  consider  State 
and  local  government  requirements  for 
hospitals  providing  critical  services  to 
the  public  while  continuing  to  operate 
in  disaster  situations.  We  believe  that  if 
a  hospital  is  required  to  provide  critical 
public  health  services  during  a  disaster 
or  pandemic,  this  should  be  a  factor  that 
we  consider  when  deciding  whether  to 
grant  a  waiver  or  extension.  We  will 
also  consider  the  impact  a  disaster 
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might  have  had  on  a  vendor  when 
developing  our  policy  on  this  issue. 

Comment:  One  commenter  supported 
granting  extensions  and  waivers  of 
RHQDAPU  program  requirements  in  the 
event  of  a  disaster  and  agreed  with  some 
of  the  criteria  we  requested  comment  on 
in  the  proposed  rule.  The  commenter 
also  supported  CMS’  interest  in  the  role 
that  QIOs  would  play  in  the  event  of  a 
disaster  and  believes  that  they  should  be 
as  proactive  as  possible  in  providing 
support  to  hospitals. 

Response:  We  thank  the  commenter 
for  the  feedback  as  we  further  develop 
our  policy  for  disaster  extensions/ 
waivers.  We  also  acknowledge  the 
important  service  that  QIOs  provide  to 
hospitals  in  their  support  of  inpatient 
quality  data  reporting  and  will 
incorporate  this  comment  into  our 
future  plans  for  operating  the 
RHQDAPU  program. 

c.  HCAHPS  Requirements  for  the  FY 
201 1  Payment  Determination 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24176),  we 
proposed  that,  for  the  FY  2011  payment 
determination,  the  RHQDAPU  program 
HCAHPS  requirements  we  adopted  for 
FY  2010  would  continue  to  apply. 

Under  these  requirements,  a  hospital 
must  continuously  collect  and  submit 
HCAHPS  data  in  accordance  with  the 
current  HCAHPS  Quality  Assurance 
Guidelines  and  the  quarterly  data 
submission  deadlines,  both  of  which  are 
posted  at  http://www.hcahpsonline.org. 
In  order  for  a  hospital  to  participate  in 
the  collection  of  HCAHPS  data,  a 
hospital  must  either:  (1)  Contract  with 
an  approved  HCAHPS  survey  vendor 
that  will  conduct  the  survey  and  submit 
data  on  the  hospital’s  behalf  to  the  QIO 
Clinical  Warehouse;  or  (2)  self- 
administer  the  survey  without  using  a 
survey  vendor  provided  that  the 
hospital  attends  HCAHPS  training  and 
meets  Minimum  Survey  Requirements 
as  specified  on  the  Web  site  at:  https:// 
www.hcahpsonline.org.  A  current  list  of 
approved  HCAHPS  survey  vendors  can 
be  found  on  the  HCAHPS  Web  site  at: 
https://www.hcahpsonline.org. 

Every  hospital  choosing  to  contract 
with  a  survey  vendor  should  provide 
the  sample  frame  of  HCAHPS-eligible 
discharges  to  its  survey  vendor  with 
sufficient  time  to  allow  the  survey 
vendor  to  begin  contacting  each 
sampled  patient  within  6  weeks  of 
discharge  from  the  hospital.  (We  refer 
readers  to  the  Quality  Assurance 
Guidelines  located  at  https:// 
www.hcahpsonline.org  for  details  about 
HCAHPS  eligibility  and  sample  frame 
creation.)  In  addition,  the  hospital  must 
authorize  the  survey  vendor  to  submit 


data  via  My  QualityNet,  the  secure  part 
of  the  QualityNet  Web  site,  on  the 
hospital’s  behalf. 

After  the  survey  vendor  submits  the 
data  to  the  QIO  Clinical  Warehouse,  we 
strongly  recommend  that  hospitals 
employing  a  survey  vendor  promptly 
review  the  two  HCAHPS  Feedback 
Reports  (the  Provider  Survey  Status 
Summary  Report  and  the  Data 
Submission  Detail  Report)  that  are 
available.  These  reports  enable  a 
hospital  to  ensure  that  its  survey  vendor 
has  submitted  the  data  on  time  and  the 
data  has  been  accepted  into  the  QIO 
Clinical  Warehouse. 

As  we  stated  above,  any  hospital  that 
has  five  or  fewer  HCAHPS-eligible 
discharges  in  any  month  is  no  longer 
required  to  submit  HCAHPS  surveys  for 
that  month,  although  the  hospital  may 
voluntarily  choose  to  submit  these  data. 
However,  the  hospital  must  still  submit 
its  total  number  of  HCAHPS-eligible 
cases  for  that  month  as  part  of  its 
quarterly  HCAHPS  data  submission. 

In  order  to  ensure  compliance  with 
HCAHPS  survey  and  administration 
protocols,  hospitals  and  survey  vendors 
must  participate  in  all  oversight 
activities.  As  part  of  the  oversight 
process,  dining  the  onsite  visits  or 
conference  calls,  the  HCAHPS  Project 
Team  will  review  the  hospital’s  or 
survey  vendor’s  survey  systems  and 
assess  protocols  based  upon  the  most 
recent  HCAHPS  Quality  Assurance 
Guidelines.  All  materials  relevant  to 
survey  administration  will  be  subject  to 
review.  The  systems  and  program 
review  includes,  but  is  not  limited  to: 

(a)  Survey  management  and  data 
systems;  (b)  printing  and  mailing 
materials  and  facilities;  (c)  telephone 
and  IVR  materials  and  facilities;  (d)  data 
receipt,  entry  and  storage  facilities;  and 
(e)  written  documentation  of  survey 
processes.  Organizations  will  be  given  a 
defined  time  period  in  which  to  correct 
any  problems  and  provide  follow-up 
documentation  of  corrections  for 
review.  As  needed,  hospitals  and  survey 
vendors  will  be  subject  to  follow-up  site 
visits  or  conference  calls.  If  CMS 
determines  that  a  hospital  is  not 
compliant  with  HCAHPS  program 
requirements,  CMS  may  determine  that 
the  hospital  is  not  submitting  HCAHPS 
data  that  meet  the  requirements  of  the 
RHQDAPU  program. 

We  continue  to  strongly  recommend 
that  each  new  hospital  participate  in  an 
HCAHPS  dry  run,  if  feasible,  prior  to 
beginning  to  collect  HCAHPS  data  on  an 
ongoing  basis  to  meet  RHQDAPU 
program  requirements.  New  hospitals 
can  conduct  a  dry  run  in  the  last  month 
of  a  calendar  quarter.  We  refer  readers 
to  the  Web  site  at  https:// 


www.hcahpsonline.org  for  a  schedule  of 
upcoming  dry  runs.  The  dry  run  will 
give  newly  participating  hospitals  the 
opportunity  to  gain  first-hand 
experience  collecting  and  transmitting 
HCAHPS  data  without  the  public 
reporting  of  results..  Using  the  official 
survey  instrument  and  the  approved 
modes  of  administration  and  data 
collection  protocols,  hospitals/survey 
vendors  will  collect  HCAHPS  data  and 
submit  the  data  to  My  QualityNet,  the 
secure  portion  of  QualityNet. 

For  FY  2011,  we  are  again 
encouraging  hospitals  to  regularly  check 
the  HCAHPS  Web  site  at  https:// 
www.hcahpsonline.org  for  program 
updates  and  information. 

We  did  not  receive  any  public 
comments  regarding  our  HCAHPS 
proposals.  Therefore,  we  are  adopting  as 
final  our  proposals  regarding  HCAHPS 
requirements  for  the  FY  2011  payment 
determination. 

6.  Chart  Validation  Requirements 

a.  Chart  Validation  Requirements  and 
Methods  for  the  FY  2011  Payment 
Determination 

For  the  FY  2011  payment 
determination,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24177),  we  proposed  to  generally 
continue  using  the  following  existing 
requirements  implemented  in  previous 
years.  We  note  below  where  we 
proposed  to  modify  a  requirement. 

These  requirements,  as  well  as 
additional  information  on  these 
requirements,  will  be  posted  on  the 
QualityNet  Web  site  after  we  issue  this 
FY  2010  IPPS  final  rule. 

•  The  Clinical  Data  Abstraction 
Center  (CD AC)  contractor  will,  each 
quarter,  ask  every  participating  hospital 
to  submit  five  randomly  selected 
medical  charts  from  which  the  hospital 
previously  abstracted  and  submitted 
data  to  the  QIO  Clinical  Warehouse. 

We  proposed  the  following  timeline 
with  respect  to  CDAC  contractor 
requests  for  paper  medical  records  for 
the  purpose  of  validating  RHQDAPU 
program  data.  Beginning  with  CDAC 
contractor  requests  for  second  calendar 
quarter  2009  paper  medical  records,  the 
CDAC  contractor  will  request  paper 
copies  of  the  randomly  selected  medical 
charts  from  each  hospital  via  certified 
mail,  and  the  hospital  will  have  45  days 
from  the  date  of  the  request  (as 
documented  on  the  request  letter)  to 
submit  the  requested  records  to  the 
CDAC  contractor.  If  the  hospital  does 
not  comply  within  30  days,  the  CDAC 
contractor  will  send  a  second  certified 
letter  to  the  hospital,  reminding  the 
hospital  that  it  must  return  paper  copies 
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of  the  requested  medical  records  within 
45  calendar  days  following  the  date  of 
the  initial  CDAC  contractor  medical 
record  request.  If  the  hospital  still  does 
not  comply,  then  the  CDAC  contractor 
will  assign  a  “zero”  score  to  each  data 
element  in  each  missing  record. 

We  proposed  this  timeline  to  provide 
hospitals  with  transparent  and 
documented  correspondence  about 
RHQDAPU  program  validation  paper 
medical  record  requests.  Hospitals  have 
submitted  numerous  questions  to  CMS 
about  this  process,  and  we  believe  this 
timeline  will  provide  hospitals  with 
adequate  notice  and  time  to  submit 
paper  copies  of  requested  medical 
records  to  the  CDAC  contractor.  We  also 
believe  that  this  timeline  does  not 
unduly  burden  hospitals.  We  remind 


hospitals  that  CMS  reimburses  up  to  12 
cents  per  copied  page  to  copy  the 
requested  medical  records,  and  CMS 
also  pays  United  States  Postal  Service 
fees  for  hospitals  to  mail  back  a  paper 
copy  of  the  requested  medical  records. 

•  Once  the  CDAC  contractor  receives 
the  charts,  it  will  re-abstract  the  same 
data  submitted  by  the  hospitals  and 
calculate  the  percentage  of  matching 
RHQDAPU  program  data  element  values 
for  all  of  that  data. 

•  The  hospital  must  pass  our 
validation  requirement  of  a  minimum  of 
80  percent  reliability.  We  use 
appropriate  confidence  intervals  to 
determine  if  a  hospital  has  achieved  80 
percent  reliability.  The  use  of 
confidence  intervals  allows  us  to 
establish  an  appropriate  range  below  the 


80  percent  reliability  threshold  that 
demonstrates  a  sufficient  level  of 
reliability  to  allow  the  data  to  still  be 
considered  validated.  We  estimate  the 
percent  reliability  based  upon  a  review 
of  the  sampled  charts,  and  then 
calculate  the  upper  95  percent 
confidence  limit  for  that  estimate.  If  this 
upper  limit  is  above  the  required  80 
percent  reliability,  the  hospital  data  are 
considered  validated. 

•  We  will  pool  the  quarterly 
validation  estimates  for  the  four  most 
recently  validated  quarters  (except  for 
the  SCEP-Cardiovascular-2  measure 
discussed  below).  For  the  FY  2011 
payment  update,  we  proposed  to 
validate  4th  quarter  CY  2008  through 
3rd  quarter  2009  discharge  data  for  the 
following  measures: 


Topic 

Quality  measures  validated  using  data  from  4th  quarter  CY  2008  through  3rd 
quarter  CY  2009  discharges 

Measure  ID  No. 

AMI  (Acute  Myocardial  Infarction)  . 

Aspirin  at  Arrival  . . . .'. . 

AMI-1. 

Aspirin  Prescribed  at  Discharge . 

AMI-2. 

ACEI  or  ARB  for  LVSD  . 

AMI-3. 

Adult  Smoking  Cessation  Advice/Counseling  . 

AMI— 4. 

Beta-Blocker  Prescribed  at  Discharge  . 

AMI-5. 

Fibrinolytic  Therapy  Received  Within  30  Minutes  of  Hospital  Arrival  . 

AMI-7a. 

Primary  PCI  Received  Within  90  Minutes  of  Hospital  Arrival  . 

AMI-8a. 

HF  (Heart  Failure)  . 

Discharge  Instructions  . 

HF-1. 

Evaluation  of  LVS  Function . . 

HF— 2. 

ACEI  or  ARB  for  LVSD  . 

HF-3. 

Adult  Smoking  Cessation  Advice/Counseling  . 

HF-4. 

PN  (Pneumonia)  . 

Pneumococcal  Vaccination  . 

PN-2. 

Blood  Cultures  Performed  in  the  Emergency  Department  Prior  to  Initial  Antibiotic 

PN-3b. 

Received  in  Hospital. 

Adult  Smoking  Cessation  Advice/Counseling  . 

PN— 4. 

Initial  Antibiotic  Received  Within  6  Hours  of  Hospital  Arrival  . 

PN— 5c. 

Initial  Antibiotic  Selection  for  Community-Acquired  Pneumonia  (CAP)  in 

PN-6. 

Immunocompetent  Patients. 

Influenza  Vaccination  . 

PN-7.- 

SCIP  (Surgical  Care  Improvement 

Prophylactic  Antibiotic  Received  Within  One  Hour  Prior  to  Surgical  Incision  . 

SCIP-lnf-1. 

Project) — named  SIP  for  discharges 

prior  to  July  2006  (3Q06). 

Prophylactic  Antibiotic  Selection  for  Surgical  Patients . 

SCIP-lnf-2. 

Prophylactic  Antibiotics  Discontinued  Within  24  Hours  After  Surgery  End  Time  . 

SCIP-lnf-3. 

Cardiac  Surgery  Patients  With  Controlled  6  A  M.  Postoperative  Blood  Glucose . 

SClP-lnf-4. 

Surgery  Patients  with  Appropriate  Hair  Removal  . .*... 

SCIP-lnf-6.- 

Surgery  Patients  with  Recommended  Venous  Thromboembolism  Prophylaxis  Or- 

SCIP-VTE-1. 

dered. 

Surgery  Patients  Who  Received  Appropriate  Venous  Thromboembolism  Prophy- 

SCIP-VTE-2. 

laxis  Within  24  Hours  Prior  to  Surgery  to  24  Hours  After  Surgery. 

•  SCIP-Cardiovascular-2  will  be 
validated  using  data  from  2nd  and  3rd 
calendar  quarter  2009  discharges.  CMS 
adopted  this  measure  in  the  FY  2009 
IPPS  final  rule  and  hospitals  began 
submitting  data  for  this  measure  starting 
with  1st  calendar  quarter  2009 
discharges  (73  FR  48605).  However, 
because  we  generally  strive  to  provide 
hospitals  with  ample  notice  before  we 
add  a  new  measure  to  the  list  of 
measures  for  which  we  will  validate 
data,  we  believe  that  2nd  quarter 
discharge  data  is  an  appropriate 
validation  starting  point  for  this 


measure  (these  data  are  not  due  to  the 
QIO  Clinical  Warehouse  until  November 
15,  2009). 

•  We  will  continue  using  the  design- 
specific  estimate  of  the  variance  for  the 
confidence  interval  calculation,  which, 
in  this  case,  is  a  stratified  single  stage 
cluster  sample,  with  unequal  cluster 
sizes.  (For  reference,  see  Cochran, 
William  G.:  Sampling  Techniques,  John 
Wiley  &  Sons,  New  York,  chapter  3, 
section  3.12  (1977);  and  Kish,  Leslie: 
Survey  Sampling,  John  Wiley  &  Sons, 
New  York,  chapter  3,  section  3.3 
(1964).)  Each  quarter  is  treated  as  a 


stratum  for  variance  estimation 
purposes. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  document 
the  validation  contact  process. 
Specifically,  the  commenters  supported 
CMS’  plans  to  send  two  certified  letter 
requests  for  medical  records  for  data 
validation  in  case  the  hospital  does  not 
receive  the  first  letter.  The  commenters 
suggested  that  CMS  contractors  also 
place  phone  calls  to  any  hospital  that 
does  not  respond  to  the  first  letter  to 
ensure  that  every  effort  is  made  to 


43884  Federal  Register /Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


communicate  the  request  to  the 
appropriate  staff  in  the  hospital. 

Response:  We  thank  the  commenters 
and  agree  that  certified  letters  provide 
hospitals  with  multiple  written 
documented  notification  and  reminder 
attempts.  We  did  not  propose 
supplementing  this  notification  with 
telephone  calls  because  the  CDAC 
contractor  already  attempts  to  call 
hospitals  as  current  practice  at  least 
three  times  about  30  calendar  days  after 
it  sends  the  initial  medical  record 
request.  As  a  practice,  we  intend  to 
continue  attempting  to  call  hospitals  at 
least  three  times  around  the  30th 
calendar  day  following  the  initial 
request,  in  addition  to  sending  written 
certified  letters.  We  believe  that  these 
attempted  calls  at  different  time  periods 
around  the  30th  calendar  day  following 
the  initial  request  demonstrate  our 
commitment  to  notify  hospitals  using  ' 
multiple  communication  modes. 

Comment:  Two  commenters  indicated 
that  under  the  current  process,  the 
validation  does  not  incorporate  skip 
logic,  despite  The  Joint  Conunission  and 
CMS  measure  specifications  and 
algorithms  that  clearly  call  for  skip 
logic.  The  commenters  stated  that  as  a 
result,  charts  that  are  appropriately 
abstracted  do  not  pass  validation  with 
the  contractor.  The  commenters  noted 
that  this  can  be  a  challenge  for  some 
hospitals  because  the  CDAC  contractor’s 
decision  could  affect  the  cumulative 
annual  results  and  cause  a  hospital  to 
fail  the  validation  requirement  for  the 
year. 

Response:  The  Specifications  Manual 
contains  instructions  regarding  the  use 
of  skip  logic  by  hospitals.  Starting  with 
discharges  on  or  after  April  1,  2008,  and 
continuing  to  the  most  current  update  of 
the  Specifications  Manual,  CMS  and 
The  Joint  Commission  have  included 
the  following  text  in  the  Missing  and 
Invalid  Data  appendix  of  the 
Specifications  Manual  (currently  under 
the  heading  “Abstraction  Software  Skip 
Logic  and  Missing  Data”): 

“Skip  logic  allows  hospitals  and 
vendors  to  minimize  abstraction  burden 
by  using  vendor  software  edit  logic  to 
bypass  abstraction  of  data  elements  not 
utilized  in  the  measure  algorithm. 
However,  these  bypassed  elements  also 
negatively  impact  data  quality  and  the 
hospital’s  CMS  chart  audit  validation 
results  when  elements  are  incorrectly 
abstracted  and  subsequent  data 
elements  are  bypassed  and  left  blank.” 

“The  use  of  skip  logic  by  hospitals 
and  ORYX  vendors  is  optional  and  not 
required  by  CMS  and  The  Joint 
Commission.  Hospitals  should  be  aware 
of  the  potential  impact  of  skip  logic  on 
data  quality,  abstraction  burden,  and 


CMS  chart  audit  validation  scores. 
Vendors  and  hospitals  utilizing  skip 
logic  should  closely  monitor  the 
accuracy  rate  of  abstracted  data 
elements,  particularly  data  elements 
placed  higher  in  the  algorithm  flow  (for 
example,  Comfort  Measures  data 
element).” 

“Historically,  CMS  chart  audit 
validation  results  have  been  used  in 
previous  payment  years  as  one  of  many 
requirements  in  the  Reporting  Hospital 
Quality  for  Annual  Payment  Update 
(RHQDAPU)  program.  We  refer  readers 
to  the  Federal  Register  and  the 
QualityNet  Web  site  for  the  current 
payment  year’s  proposed  and  final 
requirements  for  acute  care  IPPS 
hospitals.” 

The  CDAC  contractor  abstracts  all 
data  elements  necessary  to  calculate  a 
sampled  case’s  measure  status.  The 
CDAC  contractor  uses  skip  logic  only 
when  it  abstracts  a  data  element  value 
resulting  in  no  additional  data  necessary 
to  calculate  a  measure  status.  When  it 
re-abstracts  the  data  elements,  the  CDAC 
contractor  also  uses  the  CART  tool 
provided  by  CMS  free  of  charge  to 
hospitals.  Under  the  current  validation 
process,  hospitals  are  at  risk  when 
utilizing  skip  logic,  if  they  incorrectly 
abstract  data  elements  and  do  not 
abstract  subsequent  data  elements  for 
the  measure. 

We  do  recognize  that  the  use  of  skip 
logic  has  been  an  issue  for  some 
hospitals,  and  we  believe  that  our 
proposal  for  FY  2012  to  change  the 
methodology  for  calculating  the 
validation  score  from  data  element 
counts  to  a  measure  match  basis  will 
reduce  the  likelihood  that  the  use  of 
skip  logic  will  create  validation 
problems  for  hospitals. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  to  adopt  as  final,  without 
change,  our  proposals  regarding  chart 
validation  requirements  and  methods 
for  the  FY  2011  payment  determination. 

b.  Chart  Validation  Requirements  and 
Methods  for  the  FY  2012  Payment 
Determination  and  Subsequent  Years 
RHQDAPU  program  data  are  currently 
validated  by  re-abstracting  on  a 
quarterly  basis  a  random  sample  of  five 
medical  records  for  each  hospital.  This 
quarterly  sample  generally  results  in  an 
annual  combined  sample  of  20  patient 
records  across  four  calendar  quarters  per 
hospital,  but  because  each  sample  is 
random,  it  might  not  include  medical 
records  from  each  of  the  measure  topics 
(for  example,  AMI,  SCIP,  etc.).  As  a 
result,  data  submitted  by  a  hospital  for 
one  or  more  measure  topics  might  not 
be  validated  for  a  given  quarter  or,  in 
some  cases,  for  an  entire  year  or  longer. 


In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23658),  we  solicited  .public 
comments  on  the  impact  of  adding 
measures  to  the  validation  process,  as 
well  as  on  modifications  to  the  current 
validation  process  that  could  improve 
the  reliability  and  validity  of  the 
methodology.  We  specifically  requested 
input  concerning  the  following: 

•  Which  of  the  measures  or  measure 
sets  should  be  included  in  the  chart 
validation  process  for  subsequent  years? 

•  What  validation  challenges  are 
posed  by  the  RHQDAPU  program 
measures  and  measure  sets?  What 
improvements  could  be  made  to 
validation  or  reporting  that  might  offset 
-or  otherwise  address  those  challenges? 

•  Should  CMS  switch  from  its  current 
quarterly  validation  sample  of  five 
charts  per  hospital  to  randomly 
selecting  a  sample  of  hospitals,  and 
selecting  more  charts  on  an  annual  basis 
to  improve  the  reliability  of  hospital 
level  validation  estimates? 

•  Should  CMS  select  the  validation 
sample  by  clinical  topic  to  ensure  that 
all  publicly  reported  measures  are 
covered  by  the  validation  sample? 

In  the  FY  2009  IPPS  final  rule,  we 
summarized  and  responded  to 
commenters-  views  on  these  issues  and 
stated  that  we  will  consider  the  issues 
raised  by  these  commenters  if  we  decide 
to  make  changes  to  the  RHQDAPU 
program  chart  validation  methodology. 

Our  objective  is  to  validate  the 
accuracy  of  RHQDAPU  program  data 
collected  by  hospitals  using  medical 
record  abstraction.  Accurate  data 
provide  consumers  with  objective 
publicly  reported  information  about 
hospital  quality  for  more  informed 
decision  making.  Consistent  with  the 
public  comments  we  received  in 
response  to  the  FY  2009  IPPS  proposed 
rule  (73  FR  23658-9)  and  discussed  in 
the  FY  2009  IPPS  final  rule  (73  FR 
48623),  we  believe  that  the  methodology 
recommended  in  the  CMS  Hospital 
Value-Based  Purchasing  Report  to 
Congress  is  a  promising  approach  worth 
consideration  in  the  RHQDAPU 
program.  This  approach  is  designed  to 
validate  the  accuracy  of  hospital 
reported  quality  measure  data,  and  is 
also  directly  applicable  to  validating 
RHQDAPU  program  chart-abstracted 
quality  data. 

We  recognize  that  hospitals  need 
ample  notification  regarding  proposed 
changes  to  the  current  RHQDAPU 
program  validation  process.  We  believe 
that  the  FY  2012  RHQDAPU  program 
annual  payment  determination  is  the 
earliest  opportunity  to  make  significant 
modifications  to  our  validation  process. 

Therefore,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
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24178),  we  proposed  modifications  to 
the  RHQDAPU  program  validation 
methodology  beginning  with  the  FY 
2012  payment  determination. 

Specifically,  we  proposed  to  do  the 
following: 

•  Randomly  select  on  an  annual  basis 
800  participating  hospitals  that 
submitted  chart-abstracted  data  for  at 
least  100  discharges  combined  in  the 
measure  topics  to  be  validated.  To 
determine  whether  a  hospital  meets  this 
“100-case  threshold,”  we  will  look  to 
the  discharge  data  submitted  by  the 
hospital  during  the  calendar  year  three 
years  prior  to  the  fiscal  year  of  the 
relevant  payment  determination.  For 
example,  if  the  100-case  threshold 
applied  for  the  FY  2011  payment 
determination  (which  it  will  not),  the 
applicable  measure  topics  would  be 
AMI,  HF,  PN,  and  SCIP,  and  we  would 
choose  800  hospitals  that  submitted 
discharge  data  for  at  least  100  cases 
combined  in  these  topics  during 
calendar  year  2008.  If  a  hospital  did  not 
submit  discharge  data  for  at  least  100 
cases  in  these  topics  during  CY  2008, 
we  would  not  select  the  hospital  for 
validation.  We  will  announce  the  topic 
areas  that  apply  for  the  FY  2012 
payment  determination  at  a  later  date, 
and  we  plan  to  select  the  first  800 
hospitals  in  July  2010.  We  will  select 
hospitals  for  the  FY  2012  validation  if 
they  meet  the  100-case  threshold  during 
CY  2009.  We  have  proposed  this  100- 
case  threshold  because  we  believe  that 
it  strikes  the  appropriate  balance 
between  ensuring  that  the  selected 
hospitals  have  a  large  enough  patient 
population  to  be  able  to  submit 
sufficient  data  to  allow  us  to  complete 
an  accurate  validation,  while  not 
requiring  validation  for  hospitals  with  a 
low  number  of  submitted  quarterly 
cases  and  relatively  unreliable  measure 
estimates.  Based  on  previously 
submitted  data,  we  estimate  that  98 
percent  of  participating  RHQDAPU 
program  hospitals  will  meet  this 
threshold  and,  thus,  be  eligible  for 
validation.  As  noted  below,  we  solicited 
comments  and  suggestions  on  how  we 
might  be  able  to  target  the  remaining  2 
percent  of  hospitals  for  validation. 

•  We  validate  for  each  of  the  800 
hospitals  a  randomly  selected  stratified 
sample  for  each  quarter  of  the  validation 
period.  Each  quarterly  sample  will 
include  12  cases,  with  at  least  one  but 
no  more  than  three  cases  per  topic  for 
which  chart-abstracted  data  was 
submitted  by  the  hospital.  However,  we 
recognize  that  some  selected  hospitals 
might  not  have  enough  cases  in  all  of 
the  applicable  topics  to  submit  data  (for 
example,  if  they  have  5  or  fewer 
discharges  in  a  topic,  area  in  a  quarter). 


For  those  hospitals,  we  would  validate 
measures  in  only  those  topic  areas  for 
which  they  have  submitted  data.  For  the 
FY  2012  payment  determination,  we 
will  validate  1st  calendar  quarter  2010 
through  3rd  calendar  quarter  2010 
discharge  data.  We  proposed  to  validate 
3  quarters  of  data  for  FY  2012  in  order 
to  provide  hospitals  with  enough  time 
to  assess  their  medical  record 
documentation  and  abstraction 
practices,  and  to  take  necessary 
corrective  actions  to  improve  these 
practices,  before  documenting  their  1st 
calendar  quarter  2010  discharges  into 
medical  records  that  may  be  sampled  as 
part  of  this  proposed  validation  process. 

Beginning  with  the  FY  2013  payment 
determination,  we  proposed  to  validate 
data  submitted  by  hospitals  during  the 
four  quarters  that  make  up  the  fiscal 
year  that  occurs  two  years  prior  to  the 
year  that  applies  to  the  payment 
determination.  For  example,  for  FY 
2013,  we  would  validate  4th  calendar 
quarter  2010  through  3rd  quarter  2011 
discharge  data.  This  lag  between  the 
time  a  hospital  submits  data  and  the 
time  we  can  validate  that  data  is 
necessary  because  data  is  not  due  to  the 
QIO  Clinical  Warehouse  until  4i  months 
after  the  end  of  each  quarter,  and  we 
need  additional  time  to  select  hospitals 
and  complete  the  validation  process. 

•  We  proposed  that  the  CDAC 
contractor  will,  each  quarter  that  applies 
to  the  validation,  ask  each  of  the  800 
selected  hospitals  to  submit  12 
randomly  selected  medical  charts  from 
which  data  was  abstracted  and 
submitted  by  the  hospital  to  the  QIO 
Clinical  Warehouse.  We  note  that,  under 
our  current  requirements,  hospitals 
must  begin  submitting  RHQDAPU 
program  data  starting  with  the  first  day 
of  the  quarter  following  the  date  when 
the  hospital  registers  to  participate  in 
the  program.  For  purposes  of  meeting 
this  requirement,  we  interpret  the 
registration  date  to  be  the  date  that  the 
hospital  submits  a  completed  Notice  of 
Participation  form.  As  proposed 
previously  in  this  section,  hospitals 
must  also  register  with  QualityNet  and 
identify  a  QualityNet  Administrator 
who  follows  the  QualityNet  registration 
process  before  submitting  RHQDAPU 
program  data. 

In  addition,  we  proposed  to  continue 
the  following  timeline  with  respect  to 
CDAC  contractor  requests  for  paper 
medical  records  for  the  purpose  of 
validating  RHQDAPU  program  data. 
Beginning  with  CDAC  contractor 
requests  for  second  calendar  quarter 
2009  paper  medical  records,  the  CDAC 
contractor  will  request  paper  copies  of 
the  randomly  selected  medical  charts 
from  each  hospital  via  certified  mail, 


and  the  hospital  will  have  45  days  from 
the  date  of  the  request  (as  documented 
on  the  request  letter)  to  submit  the 
requested  records  to  the  CDAC 
contractor.  If  the  hospital  does  not 
comply  within  30  days,  the  CDAC 
contractor  will  send  a  second  certified 
letter  to  the  hospital,  reminding  the 
hospital  that  it  must  return  paper  copies 
of  the  requested  medical  records  within 
45  calendar  days  following  the  date  of 
the  initial  CDAC  contractor  medical 
record  request.  If  the  hospital  still  does 
not  comply,  then  the  CDAC  contractor 
will  assign  a  “zero”  score  to  each 
measure  in  each  missing  record. 

•  Once  the  CDAC  contractor  receives 
the  charts,  it  will  re-abstract  the  same 
data  submitted  by  the  hospitals  and 
calculate  the  percentage  of  matching 
RHQDAPU  program  measure 
numerators  and  denominators  for  each 
measure  within  each  chart  submitted  by 
the  hospital.  Specifically,  we  will 
estimate  the  accuracy  by  calculating  a 
match  rate  percent  agreement  for  all  of 
the  variables  submitted  in  all  of  the 
charts.  For  any  selected  record,  a 
measure’s  numerator  and  denominator 
can  have  two  possible  states,  included 
or  excluded,  depending  on  whether  the 
hospital  accurately  included  the  cases 
in  the  measure  numerator(s)  and 
denominator(s).  We  will  count  each 
measure  in  a  selected  record  as  a  match 
if  the  hospital-submitted  measure 
numerator  and  denominator  sets  match 
the  measure  numerator  and 
denominator  states  independently 
abstracted  by  our  contractor.  For 
example,  one  heart  failure  case  from 
which  data  has  been  abstracted  for  four 
RHQDAPU  program  chart-abstracted 
measures  (that  is,  HF-1,  HF-2,  HF-3, 
and  HF— 4)  would  receive  a  75  percent 
match  if  three  out  of  four  of  the 
hospital-reported  heart  failure  measure 
numerator  and  denominator  states 
matched  the  re-abstracted  numerator 
and  denominator  states.  This  proposed 
scoring  approach  is  the  same  as 
recommended  in  the  CMS  Hospital 
Value-Based  Purchasing  Report  to 
Congress,  and  is  illustrated  in  further 
detail  using  an  example  in  pages  83-84 
of  the  report  which  can  be  found  on  our 
Web  site  at:  http://www.cms.hhs.gov/ 
AcutelnpatientPPS/ downloads/ 
HospitalVBPPl 

anRTCFINALSUBMlTTED2007.pdf.  We 
believe  that  this  approach  is 
appropriate,  and  was  supported  by 
many  commenters  when  we  requested 
comment  in  the  FY  2009  IPPS  final  rule 
for  input  about  the  RHQDAPU  program 
validation  process  (73  FR  48622  and 
48623). 

•  Use,  as  we  currently  do,  each 
selected  case  as  a  cluster  comprising 
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one  or  multiple  measures  utilized  in  a 
validation  score  estimate.  Each  selected 
case  will  have  multiple  measures  ' 
included  in  the  validation  score  (for 
example,  for  the  FY  2011  payment 
determination,  a  heart  failure  record 
will  include  4  heart  failure  measures). 
Specifically,  we  propose  to  continue 
using  the  design-specific  estimate  of  the 
variance  for  the  confidence  interval 
calculation,  which,  in  this  case,  is  a 
stratified  single-stage  cluster  sample, 
with  unequal  cluster  sizes.  (For 
reference,  see  Cochran,  William  G.: 
Sampling  Techniques,  John  Wiley  & 
Sons,  New  York,  chapter  3,  section  3.12 
(1977);  and  Kish,  Leslie:  Survey 
Sampling,  John  Wiley  &  Sons,  New 
York,  chapter  3,  section  3.3  (1964).) 

Each  quarter  and  clinical  topic  is  treated 
as  a  stratum  for  variance  estimation 
purposes. 

In  the  proposed  rule,  we  indicated 
that  we  believe  that  the  proposed 
clustering  approach  is  a  statistically 
appropriate  technique  for  calculating 
the  annual  validation  confidence 
interval.  Because  CMS  will  not  be 
validating  all  hospital  records,  we  need 
to  calculate  a  confidence  interval  that 
incorporates  a  potential  sampling  error. 
Our  clustering  approach  incorporates 
the  degree  of  correlation  at  the 
individual  data  record  level,  because 
our  previous  validation  experience 
indicates  that  hospital  data  mismatch 
errors  tend  to  be  clustered  in  individual 
data  records.  We  have  used  this 
clustering  since  the  inception  of  the 
RHQDAPU  program  validation 
requirement  to  calculate  variability 
estimates  needed  for  calculating 
confidence  intervals  (70  FR  47423). 

•  Use  the  upper  bound  of  a  one-tailed 
95  percent  confidence  interval  to 
estimate  the  validation  score;  and 

•  Require  all  RHQDAPU  program 
participating  hospitals  selected  for 
validation  to  attain  at  least  a  75  percent 
validation  score  per  quarter  to  pass  the 
validation  requirement. 

We  believe  that  this  proposal 
incorporates  many  of  the  principles 
supported  by  the  vast  majority  of 
commenters  in  response  to  our 
solicitation  for  public  comments  in  the 
FY  2009  IPPS  proposed  rule  (73  FR 
23658  through  23659).  Specifically,  we 
believe  that  the  increased  annual 
sample  size  per  hospital  will  provide 
more  reliable  estimates  of  validation 
accuracy.  The  proposed  sample  size  of 
12  records  per  quarter  would  provide  a 
total  of  36  records  across  the  three 
sampled  quarters  for  the  FY  2012 
payment  determination,  and  48  records 
in  subsequent  years.  This  estimate 
would  improve  the  reliability  of  our 
validation  estimate,  as  compared  to  the 


current  RHQDAPU  program  annual 
validation  sample  of  20  cases  per  year. 

We  also  believe  that  modifying  the 
validation  score  to  reflect  measure 
numerator  and  denominator  accuracy 
will  ensure  that  accurate  data  are  posted 
on  the  Hospital  Compare  Web  site. 

In  addition,  we  believe  that  stratified 
quarterly  samples  by  topic  will  improve 
the  feedback  provided  to  hospitals.  CMS 
would  provide  validation  feedback  to 
hospitals  about  all  sampled  topics 
submitted  by  the  hospitals  each  quarter. 
Because  all  relevant  data  elements 
submitted  by  the  hospital  must  match 
the  independently  re-abstracted  data 
elements  to  count  as  a  match,  we  have 
proposed  to  reduce  the  passing 
threshold  from  80  percent  to  75  percent. 
We  proposed  to  use  an  one-tail 
confidence  interval  to  calculate  the 
validation  score  because  we  strongly 
believe  that  a  one-tail  test  most 
appropriately  reflects  the  pass  or  fail 
dichotomous  nature  of  the  statistical  test 
regarding  whether  the  confidence 
interval  includes  or  is  completely  above 
the  75  percent  passing  validation  score. 

We  also  proposed  to  continue  to  allow 
hospitals  that  fail  to  meet  the  passing 
threshold  for  the  quarterly  validation  an 
opportunity  to  appeal  the  validation 
results  to  their  State  QIO.  QIOs  are 
currently  tasked  by  CMS  to  provide 
education  and  technical  assistance 
about  RHQDAPU  program  data 
abstraction  and  measures  to  hospitals, 
and  the  quarterly  validation  appeals 
process  will  provide  hospitals  with  an 
opportunity  to  both  appeal  their 
quarterly  results  and  receive  education 
free  of  charge  from  their  State  QIO.  This 
State  QIO  quarterly  validation  appeals 
process  is  independent  of  the  proposed 
RHQDAPU  program  reconsideration 
procedures  for  hospital  reconsideration 
requests  involving  validation  for  the  FY 
2010  payment  update  proposed  below 
in  section  V.A.9.  of  this  final  rule. 

Comment:  Several  commenters 
supported  setting  a  slightly  lower 
validation  threshold  for  the  beginning 
years  of  the  new  validation  process  as 
hospitals  and  CMS  gain  experience  with 
the  new  system.  These  commenters 
were  generally  pleased  with  CMS’ 
proposal  for  the  changes  to  the  data 
validation  process  and  urged  CMS  to 
continue  to  refine  the  plan  put  forward 
in  the  proposed  rule. 

Response:  We  agree  with  the 
commenters  that  the  proposed  75 
percent  threshold  provides  a  reasonable 
passing  threshold  for  the  proposed 
validation  process.  We  will  evaluate  the 
new  validation  process  after  initial 
implementation  through  data  analysis  of 
validation  results.  Based  on  the  results 
of  this  data  analysis,  we  may  consider 


proposing  modifications  in  future  years 
to  further  refine  the  validation  process. 

Comment:  Several  commenters  stated 
that  the  burden  to  hospitals  will  be 
reduced  if  they  do  not  have  to  submit 
records  for  validation  every  year. 
However,  because  hospitals  will  be 
selected  at  random  each  year  and  there 
is  no  guarantee  that  a  hospital  selected 
in  one  year  will  not  be  selected  in  the 
following  year  as  well,  some 
commenters  urged  CMS  to  refine  the 
validation  selection  process  so  that 
hospitals  selected  for  validation  in  one 
year  are  not  eligible  for  selection  again 
until  2  yearfe  later.  Alternatively,  the 
commenters  suggested  that  CMS  could 
ensure  that  no  hospital  is  selected  more 
than  two  times  within  a  5 -year  period, 
arguing  that  this  would  help  guarantee 
that  a  particular  hospital  is  not 
disproportionately  burdened  by  the 
selection  process.  In  addition,  the 
commenters  suggested  that  CMS  should 
consider  allowing  hospitals  that  pass 
validation  with  a  very  high  score  to 
receive  a  “pass”  from  the  validation 
process  for  several  years.  The 
commenters  believed  that  such  a  policy 
would  encourage  hospitals  to  ensure 
their  data  are  as  accurate  as  possible  and 
reward  those  hospitals  with  high 
accuracy  rates. 

Response:  We  appreciate  these 
comments  and  understand  the  concern 
about  being  selected  multiple  times 
during  a  short  timeframe.  We  also 
appreciate  the  recommendation  that 
hospitals  receiving  a  high  validation 
score  be  exempt  from  validation  for  two 
years.  We  must  weigh  this  burden 
relative  to  the  policy  objective  to  ensure 
that  we  receive  accurate  data,  and 
believe  that  using  a  truly  random 
selection  process  strikes  the  appropriate 
balance.  We  considered  options  such  as 
providing  hospitals  achieving  high 
validation  scores  with  a  “free  pass”  for 
a  certain  period,  and  using  a  4  to  5  year 
rotating  panel  of  hospitals  to  lessen 
burden.  However,  we  believe  that  using 
a  truly  random  sample  on  an  annual 
basis  is  fair  to  all  hospitals  included  in 
the  sample  and  will  encourage  all 
hospitals  to  take  steps  to  ensure  that 
their  data  are  consistently  accurate.  We 
believe  that  providing  hospitals  with 
automatic  exemptions  from  our 
validation  requirement  could  detract 
from  this  policy  objective,  because 
hospitals  receiving  these  exemptions 
would  know  in  advance  of  data 
abstraction  that  CMS  would  not  be 
validating  their  data. 

Comment:  Commenters  agreed  that  it 
is  appropriate  to  focus  on  the  hospital’s 
measure  rate,  as  opposed  to  individual 
data  elements,  because  the  measure  rate 
captures  the  information  that  is 
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important  to  patient  care.  Commenters 
noted  that  for  data  validation  in  the 
current  program,  there  have  been 
several  instances  in  which  a  mismatch 
between  single  data  elements  unrelated 
to  the  quality  of  care  provided  by  a 
hospital,  such  as  the  patient’s  birth  date, 
has  caused  hospitals  to  fail  validation. 
Comments  believe  that  validating  the 
hospital’s  measure  rate  should  eliminate 
these  unfortunate  incidents. 

Response:  The  proposed  validation 
process  focuses  on  validating  whether 
hospital  abstracted  data  results  in 
accurate  measure  rates  and  denominator 
inclusion.  We  wish  to  clarify  that  the 
proposed  validation  process  would 
measure  the  accuracy  of  each  measure 
rate  and  measure  denominator  count 
posted  on  the  Hospital  Compare  Web 
site.  We  will  continue  to  use  the  data 
elements  used  in  the  current  validation 
process  to  calculate  the  validation 
scores.  We  also  note  that  all  data  used 
as  part  of  the  validation  process  (both 
the  current  process  and  the  process 
proposed  for  FY  2012  and  beyond)  is 
protected  under  the  Business  Associate 
provisions  of  HIPAA  and  the  QIO 
regulations. 

Comment:  Commenters  stated  that 
CMS’  proposed  process  for  validating 
hospitals’  quality  data  beginning  in  FY 
2012  holds  promise  as  a  reasonable 
approach  to  ensure  the  accuracy  of  the 
quality  data  and  improve  upon  the 
deficiencies  in  the  current  validation 
process. 

Response:  We  agree  with  the 
commenters  that  the  proposed  new 
validation  process  is  an  improved 
approach  for  the  validation  process.  We 
will  evaluate  the  new  validation  process 
after  initial  implementation  and  may 
consider  proposing  modifications  in 
future  years  to  further  refine  it. 

Comment:  Several  commenters  stated 
that  the  current  CMS  validation  sample 
of  five  charts  per  quarter  does  not 
provide  a  reliable  estimate  and 
advocated  increasing  the  sample  size. 

Response:  We  agree  that  the  proposed 
requirement  to  increase  the  quarterly 
sample  size  from  5  records  to  12  records 
will  provide  a  more  reliable  annual 
validation  estimate. 

Comment:  One  commenter  objected  to 
the  proposal  to  randomly  sample 
hospitals  in  the  proposed  validation 
process,  as  all  hospitals  would  not  be 
held  equally  accountable  via  a  valid 
sample  across  all  measures. 

Response:  We  believe  that  the 
proposed  approach  is  equitable  because 
all  hospitals  meeting  the  100-case 
threshold  will  have  an  equal  probability 
of  being  selected  in  the  random  sample. 
As  we  stated  in  the  proposed  rule  (74 
FR  24180),  we  are  considering  ways  to 


include  hospitals  that  do  not  meet  the 
100  case  threshold  in  the  validation 
process,  such  as  by  developing  targeting 
criteria  that  would  focus  on  these 
hospitals. 

Comment:  One  commenter  asked  for 
clarity  on  how  CMS  plans  to  address 
validation  for  hospitals  with  low 
numbers.  While  the  commenter  agreed 
that  it  is  appropriate  to  ease  the  burden 
on  hospitals  with  a  very  small  number 
of  cases,  the  commenter  also  believed 
that  hospitals  should  always  be  able  to 
voluntarily  report  on  quality  measures  if 
they  wish  and  should  be  held  equally 
accountable  for  their  participation  and 
reported  data. 

Response:  As  we  stated  in  the 
proposed  rule  (74  FR  24180),  we  are 
considering  ways  to  include  hospitals 
that  do  not  meet  the  100-case  threshold 
in  the  validation  process,  such  as  by 
developing  targeting  criteria  that  would 
focus  on  these  hospitals.  One  possible 
approach  would  be  to  randomly  sample 
these  hospitals  as  part  of  the  targeted 
sample,  thereby  ensuring  that  data  from 
some  of  these  hospitals  also  would  be 
validated. 

Comment:  One  commenter  urged  that 
State  QIOs  be  supportive  not  only 
during  the  validation  appeals  process 
but  also  proactively  during  data 
collection  and  reporting. 

Response:  We  agree  with  the 
commenter.  CMS  currently  requires 
QIOs  under  their  contract  to  improve  or 
maintain  consistently  high  levels  of 
RHQDAPU  program  participation  to 
meet  all  RHQDAPU  program 
requirements,  not  solely  validation 
appeals. 

Comment:  Several  commenters  asked 
CMS  to  consider  sending  formal 
notification  to  hospitals  not  selected  as 
part  of  the  random  sample.  The 
commenters  believe  that  this 
notification  will  aid  hospitals  with 
recordkeeping  and  internal  operating 
procedures.  The  commenters  were 
concerned  that  the  lack  of  a  consistent 
validation  could  cause  internal 
processes  within  the  hospitals  to  break 
down  in  the  event  that  a  hospital  is  not 
•selected  as  part  of  the  data  validation 
sample  for  .multiple  years. 

Response:  We  will  consider  this 
comment  and  will  consider  using  our 
QIOs  to  provide  outreach  to  both 
selected  and  non-selected  hospitals.  We 
understand  that  hospitals  must  receive 
ample  and  clear  communication  about 
the  requirements,  and  we  recognize  that 
the  absence  of  quarterly  medical  record 
requests  for  all  hospitals  under  the 
proposed  validation  process  could  affect 
the  hospital’s  knowledge  and  ability  to 
efficiently  comply  with  the  validation 
requirement. 


Comment:  One  commenter  supported 
keeping  validation  standardized  to  a 
quarterly  process  that  includes  all 
hospitals.  The  commenter  objected  to 
excluding  hospitals  submitting  fewer 
than  100  records. 

Response:  We  appreciate  the 
comment  but  believe  that  the  improved 
reliability  of  the  validation  estimate 
under  the  proposed  new  validation 
process  will  outweigh  the  benefit  of 
validating  a  smaller  number  of  records 
for  all  hospitals.  As  hospitals  have 
improved  their  abstraction  methods 
over  time,  we  believe  that  the  benefit  of 
every  hospital  receiving  quarterly 
feedback  on  their  hospital’s  data  has 
lessened  over  time.  Regardless  of 
whether  a  hospital  was  included  in  our 
annual  validation  sample,  we  plan  to 
continue  providing  validation  feedback 
on  highly  mismatching  data  elements 
and  measures  to  all  hospitals  by 
providing  aggregate  validation 
information  to  all  hospitals  that  submit 
quality  data. 

Comment:  Commenters  stated  that  the 
lack  of  timely  quarterly  validation 
feedback  is  a  huge  problem.  Some 
commenters  did  not  believe  that  the 
2,500  hospitals  not  selected  for  annual 
validation  under  the  proposed  new 
validation  process  would  incorporate 
feedback  provided  to  other  selected 
hospitals,  and  data  errors  would 
increase  over  time  due  to  the  lack  of 
hospital-specific  feedback. 

Response:  We  interpret  the  comment 
to  mean  that  hospitals  that  are  not 
selected  under  the  proposed,  new 
validation  process  would  not 
incorporate  aggregate  feedback 
information  because  they  would  not 
believe  that  the  aggregate  information 
would  be  relevant  to  them;  and  that 
their  failure  to  incorporate  supplied 
feedback  would  cause  these  hospitals’ 
data  errors  to  increase  over  time. 
However,  we  believe  that  the  improved 
reliability  of  the  validation  estimate 
under  the  proposed  new  validation  ‘ 
process  will  outweigh  the  benefit  of 
validating  a  smaller  number  of  records 
for  all  hospitals.  As  hospitals  have 
improved  their  abstraction  over  time, 
we  believe  that  the  benefit  of  every 
hospital  receiving  quarterly  feedback 
has  lessened  over  time.  As  we  noted  in 
an  earlier  response,  we  plan  to  continue 
providing  aggregate  validation  feedback 
at  a  State  and  national  level  on  highly 
mismatching  data  elements  and 
measures  to  all  hospitals  regardless  of 
whether  they  were  included  in  the 
annual  validation  sample. 

Comment:  One  commenter  requested 
that  CMS  clarify  that,  under  the 
proposed  validation  process',  only  those 
hospitals  that  are  selected  for  validation 
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would  have  their  payment  at  risk,  and 
that  the  remaining  hospitals  would  not 
be  affected  in  any  way  by  the  validation 
results  of  the  selected  hospitals  for  that 
given  year. 

Response:  Only  hospitals  randomly 
selected  for  the  proposed  new  annual 
validation  process  would  have  to  meet 
the  validation  requirement  for  the 
applicable  payment  year.  We  note, 
however,  that  hospitals  that  are  not 
selected  for  validation  in  a  given  year 
may  nonetheless  not  receive  the  full 
annual  payment  update  if  they  fail  to 
meet  other  RHQDAPU  program 
requirements,  or  if  they  withdraw  from 
the  program. 

Comment: One  commenter  supported 
a  randomized  selection  of  200  hospitals 
per  quarter  for  validation  with  a 
minimum  number  of  20  charts 
reviewed.  The  commenter  believes  that 
hospitals  should  not  be  selected  for 
validation  any  more  frequently  than  one 
time  per  year.  The  commenter  expressed 
concern  that  if  validation  occurred  more 
than  one  time  per  year,  hospitals  may 
become  complacent  in  their  validation 
processes  and  this  may  lead  to  issues 
with  data  integrity.  The  commenter 
urged  CMS  to  reduce  the  current 
administrative  burden  of  quarterly 
validation  and  supported  random 
selection  of  hospitals  one  per  quarter 
per  year  with  more  charts  reviewed. 

Response:  We  appreciate  the 
commenter’s  concern  and  the  suggestion 
to  reduce  the  burden  on  the  hospitals 
through  validating  one  quarter  of  data 
per  year.  However,  we  believe  that  our 
proposed  approach  will  enable  hospitals 
to  incorporate  feedback  learned  earlier 
in  the  year  and  make  improvements  if 
necessary.  The  increased  annual  sample 
size  from  the  current  20  records  per  year 
to  48  records  per  year  also  provides  a 
more  reliable  validation  estimate  for 
sampled  hospitals. 

Comment:  One  commenter  urged 
continued  attention  to  the  data  element 
level  in  order  to  increase  the 
denominator  and  minimize  the  impact 
of  a  small  number  of  errors. 

Response:  We  understand  this 
comment  and  remind  hospitals  that  they 
must  continue  to  monitor  their  data 
element  level  validation  processes 
because  we  use  individual  data 
elements  as  a  combined  set  to  calculate 
quality  measures.  The  proposed 
validation  score  serves  as  a  composite 
score  of  all  data  elements  used  to 
calculate  quality  measures,  so  it  is 
critical  that  hospitals  continue  to  ensure 
that  data  elements  are  abstracted 
accurately  because  inaccurately 
abstracted  data  elements  can  result  in 
inaccurate  measure  rates  and 
denominators. 


Comment:  One  commenter  urged 
CMS  to  extend  the  turnaround  time  for 
chart  selection  to  60  days.  The 
commenter  suggested  that  CMS  give 
hospitals  the  option  to  submit 
validation  cases  electronically  rather 
than  by  mailing  printed  copies  because 
such  submissions  would  avoid  shipping 
delays  and  allow  faster  turn  around 
time. 

Response:  We  understand  the 
commenter’s  concern  about  the  deadline 
for  hospitals  to  return  requested  medical 
records  but  note  that  under  the  current 
quarterly  validation  process,  it  takes  5  to 
6  months  from  the  initial  medical  record 
request  until  the  CDAC  contractor 
completes  the  validation  process  each 
quarter  and  the  QIO  completes  its 
review  of  an  appeal  (if  so  requested  by 
the  hospital).  We  are  concerned  that 
adding  time  to  this  process  would 
adversely  impact  hospitals’  ability  to 
incorporate  validation  feedback  into 
future  abstraction  work. 

We  will  consider  accepting  electronic 
submission  of  validation  cases  using 
compact  disc  and  electronic  health 
record  submission  in  future  years.  We 
must  consider  both  the  cost  to  accept 
and  review  these  submissions,  and  the 
added  benefit  to  the  hospitals  using 
electronic  methods  to  store  medical 
record  information. 

Comment:  Several  commenters 
recommended  that  any  changes  to  the 
validation  process  be  tested  before  CMS 
imposes  a  payment  penalty  against  the  „ 
hospitals.  These  commenters  also 
recommended  that  no  hospital  be 
penalized  in  terms  of  its  annual 
payment  update  if  it  fails  the  validation 
requirement  for  only  a  single  quarter. 

Response:  We  believe  that  the 
proposed  changes  represent  a  small 
relative  change  to  the  overall  validation 
process.  We  have  assessed  the  impact  by 
calculating  revised  scores  using  the 
proposed  new  validation  method. 
Preliminary  results  indicate  that  our 
proposal  would  not  adversely  impact 
the  number  of  hospitals  failing  to  meet 
our  annual  validation  requirement.  We 
will  continue  to  assess  the  impact  of 
this  change  in  the  near  future,  and 
consider  changes  in  future  years. 

Comment:  One  commenter 
recommended  allowing  all  hospitals 
passing  quarterly  validation  to  appeal 
individual  mismatches  and  adjust  the 
score  on  a  quarterly  basis  based  upon  a 
successful  appeal. 

Response:  Out  proposal,  which  we 
discuss  below,  to  require  all  hospitals 
failing  aur  annual  validation 
requirement  to  submit  all  mismatched 
data  elements  partially  addresses  this 
concern  because  hospitals  failing  our 
annual  validation  requirement  would  be 


able  to  appeal  all  data  elements 
classified  as  mismatches  by  the  CDAC 
contractor.  We  understand  the  desire  of 
the  commenter  to  correct  mismatches  on 
a  quarterly  basis;  however,  we  do  not 
currently  have  a  mechanism  in  place  to 
accommodate  this  need.  We  will 
investigate  a  possible  solution  to 
addrress  mismatches  on  a  quarterly 
basis  for  the  future. 

Comment:  One  commenter  suggested 
that  CMS  and  CMS  contractors  return 
case  detail  reports  in  Excel  file  format 
rather  than  using  portable  document 
format  (pdf). 

Response:  We  believe  that  this  is  an 
excellent  suggestion,  and  we  will 
consider  the  feasibility  of  implementing 
this  suggestion  for  future  years. 

Comment:  One  commenter  asked 
whether  hospitals  would  be  selected 
from  each  State. 

Response:.ln  order  to  maximize  the 
overall  sampling  efficiency,  the  random 
sample  would  not  be  stratified  by  State. 
The  intent  of  the  random  sample  is  to 
provide  all  participating  hospitals  that 
meet  the  100-case  threshold  with  an 
equal  probability  of  selection. 

Comment:  Commenters  asked 
whether  hospitals  not  selected  for 
validation  would  be  considered  for  VBP. 
Commenters  stated  that  hospitals  use 
the  validation  process  to  learn  and 
educate  their  staff  about  abstraction  and 
documentation  in  the  medical  record. 

Response:  We  interpret  the  comment 
“considered  for  VBP”  to  mean  eligible 
to  receive  payment  under  a  proposed 
VBP  methodology,  as  outlined  in  the 
2007  CMS  Hospital  Value-Based 
Purchasing  Report  to  Congress.  As  of  the 
date  of  this  final  rule,  value-based 
purchasing  for  hospitals  has  not  been 
legislatively  authorized.  The  proposed 
validation  requirements  would  apply 
only  for  purposes  of  the  RHQDAPU 
program. 

Comment:  Commenters  asked  what 
would  be  the  incentive  for  hospitals 
submitting  fewer  than  100  cases  to 
continue  abstracting  and  reporting  data. 

Response:  We  remind  the  commenter 
that  all  RHQDAPU  program 
participating- hospitals  must  continue  to 
meet  the  data  submission  and  other 
requirements.  We  also  note  that  we  are 
considering  developing  targeting  criteria 
that  would  enable  us  to  also  validate 
data  submitted  by  hospitals  that  do  not 
meet  the  100-case  threshold. 

Comment:  Commenters  noted  that 
both  hospitals  and  QIOs  will  have 
difficulty  allocating  resources  for 
staffing  when  they  do  not  know,  from 
year  to  year,  what  hospitals  will  be 
selected  for  validation. 

Response:  We  understand  that 
hospitals  selected  for  validation  will 
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need  to  allocate  staffing  for  this  effort 
and  that  hospitals  that  are  not  selected 
will  not  need  to  do  so.  However,  the 
additional,  minimal  burden  would  be  to 
submit  the  documentation  for  the 
requested  medical  records;  a  maximum 
of  12  records  4  times  spaced  over  a  year. 
Therefore,  we  do  not  believe  that  there 
will  be  a  need  for  a  large  allocation  of 
resources  to  meet  this  validation 
requirement. 

Comment:  One  commenter  asked  how 
CMS  can  compare  all  hospitals  when 
different  measure  evaluations  are  being 
used,  if  some  hospitals  are  using  the 
new  validation  process  and  their 
measure  score  is  based  on  this  process. 

Response:  We  interpret  the  comment 
to  be  asking  how  we  would  validate  all 
publicly  reported  data  through  a 
random  sample  of  hospitals.  We  believe 
that  a  random  sample  of  800  hospitals 
provides  a  reliable  estimate  of  accuracy 
for  both  sampled  hospitals  and  national 
measure  rates,  since  the  sample  is 
random  and  of  sufficient  size.  We 
proposed  stratifying  the  validation 
sample  to  ensure  that  all  hospital- 
submitted  data  are  validated  for  selected 
hospitals.  The  validation  sample  for  all 
sampled  hospitals  would  be  similar  in 
sample  size  by  clinical  topic  to  ensure 
that  the  sample  is  representative  of  each 
hospital’s  population  of  submitted 
cases. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  ter  adopt  as  final  our  proposal 
regarding  chart  validation  requirements 
and  methods  for  the  FY  2012  payment 
determination  and  subsequent  years. 

c.  Possible  Supplements  to  tne  Chart 
Validation  Process  for  the  FY  2013 
Payment  Determination  and  Subsequent 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24180),  we 
also  solicited  public  comment  about 
criteria  we  could  use  to  target  hospitals 
for  validation  in  the  future.  These 
targeting  criteria  could  include 
abnormal  data  patterns  identified  by 
analyzing  hospital-submitted  measure 
rates  and  counts  for  RHQDAPU  program 
measures.  For  example: 

•  A  high  number  of  years  a  hospital 
was  not  randomly  selected  for  annual 
validation  (for  example,  at  least  5  years); 

•  Consistently  hign  measure 
denominator  exclusion  rates  resulting  in 
unexpectedly  low  denominator  counts; 

•  Consistently  high  measure  rates, 
relative  to  national  averages; 

•  Small  annual  submission  in  the 
number  of  cases  in  previous  years 
resulting  in  hospital  exclusion  from 
RHQDAPU  program  validation  sample. 

Comment:  One  commenter 
recommended  tfyat  CMS  not  implement 


targeting  criteria  for  the  FY  2013 
validation.  The  commenter  indicated 
that  it  does  not  appear  to  be  random, 
and  CMS  would  not  provide  all 
hospitals  with  feedback  on  their 
abstraction  accuracy.  The  commenter 
believed  that  because  hospitals  widely 
vary  in  their  abstraction  accuracy, 
feedback  to  all  hospitals  is  more 
important  than  lessening  burden 
through  targeted  validation. 

Response:  We  recognize  that 
providing  feedback  to  hospitals  is  an 
important  part  of  the  validation  process. 
We  will  continue  to  work  with  State 
QIOs  to  provide  data  element  and 
measure-specific  feedback  to  all 
participating  hospitals,  regardless  of 
inclusion  in  the  random  sample. 
Additionally,  our  targeting  criteria 
would  not  be  random:  they  would  be 
designed  to  select  hospitals  based  on 
specific  criteria.  The  increased  annual 
sample  size  and  stratification  is 
designed  to  provide  hospitals  selected 
for  validation  with  reliable  information 
about  all  of  their  abstracted  data. 

Comment:  With  regard  to  the 
reconsideration  process,  several 
commenters  supported  CMS’  proposal 
to  require  hospitals  to  submit  their 
paper  medical  records  for  re-abstraction 
when  they  submit  a  request  for 
reconsideration  involving  data 
validation.  The  commenters  believe  that 
this  process  will  give  hospitals  that 
believe  the  results  of  their  data 
validation  testing  were  inaccurate  an 
opportunity  to  have  their  data  re- 
abstracted. 

Response:  We  agree  with  the 
commenters  that  hospitals  should  be 
able  to  seek  reconsideration  of  all 
validation  mismatched  data  elements 
and  measures  throughout  the  year  if  the 
hospital  fails  to  meet  the  annual 
validation  requirement. 

Comment:  Some  commenters 
recommended  continuing  with  the 
process  of  random  selection  of  five 
charts  per  quarter  for  hospitals  having 
fewer  than  100  discharges. 

Response:  We  appreciate  the 
recommendation  that  we  continue 
validating  hospital  data  for  hospitals 
having  fewer  than  100  discharges.  As 
we  discussed  above,  we  are  considering 
developing  targeting  criteria  that  would 
focus  on  these  hospitals. 

We  appreciate  the  public  comments 
we  received  and  will  take  them  into 
consideration  as  we  consider  possible 
supplements  to  the  chart  validation 
process  for  the  FY  2013  payment 
determination  and  subsequent  years. 
Specifically,  CMS  plans  to  propose  the 
following  targeting  criteria  for  FY  2013: 


•  Validating  hospital  data  when  the 
hospital  failed  the  previous  year’s 
RHQDAPU  program  validation; 

•  Validating  a  sample  of  hospitals  not 
included  in  the  previous  year’s 
RHQDAPU  program  validation  random 
sample  for  submitting  fewer  than  100 
cases;  and 

•  Validating  hospital  data  when  the 
hospital  was  not  selected  in  3  previous 
years’  RHQDAPU  program  random 
validation  samples. 

We  will  also  consider  other  targeting 
criteria  for  FY  2013  and  future  years. 

7.  Data  Accuracy  and  Completeness 
Acknowledgement  Requirements  for  the 
FY  2011  Payment  Determination  and 
Subsequent  Years  - 

For  the  FY  2011  payment 
determination  and  subsequent  years,  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24180),  we 
proposed  to  require  hospitals  tQ 
electronically  acknowledge  on  an 
annual  basis  the  completeness  and 
accuracy  of  the  data  submitted  for  the 
RHQDAPU  program  payment 
determination.  Hospitals  will  be  able  to 
submit  this  acknowledgement  on  the 
same  Web  page  that  they  use  to  submit 
data  necessary  to  calculate  the  structural 
measures,  and  we  believe  that  this  Web 
page  will  provide  a  secure  vehicle  for 
hospitals  to  directly  acknowledge  that 
their  information  is  complete  and 
accurate  to  the  best  of  their  knowledge. 
A'  single  annual  electronic 
acknowledgement  will  provide  us  with 
explicit  documentation  acknowledging 
that  the  hospital’s  data  is  accurate  and 
complete,  but  will  not  unduly  burden 
hospitals.  We  noted  that  commenters 
generally  supported  the  idea  of 
electronic  attestation  in  the  FY  2009 
IPPS  final  rule  (73  FR  48625)  at  the 
point  of  data  submission  to  the  QIO 
Clinical  Warehouse. 

In  addition,  the  Government 
Accountability  Office  (GAO) 
recommended  in  a  2006  report  (GAO- 
06-54)  that  hospitals  self-report  that 
their  data  are  complete  and  accurate. 
Therefore,  for  the  FY  2011  payment 
determination,  we  proposed  to  require 
hospitals  to  electronically  acknowledge 
their  data  accuracy  and  completeness 
once  between  January  1,  2010,  and 
August  15,  2010.  Hospitals  will 
acknowledge  that  all  information  that  is, 
or  will  be,  submitted  as  required  by  the 
RHQDAPU  program  for  the  FY  2011 
payment  determination  is  complete  and 
accurate  to  the  best  of  their  knowledge. 

Comment:  Several  commenters 
commended  CMS  for  proposing  to 
collect  data  accuracy  and  completeness 
acknowledgements  using  an  electronic 
method. 
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Response:  We  thank  the  commenters, 
and  believe  that  this  proposed 
requirement  imposes  a  minimal  burden 
for  hospitals. 

Comment:  A  number  of  commenters 
questioned  the  benefit  of  the  proposed 
electronic  data  accuracy  and 
completeness  acknowledgement,  and 
believed  that  data  quality  would  not  be 
improved.  The  commenters  believed 
that  requiring  hospitals  to  attest  to  the  • 
accuracy  of  their  data  will  not  increase 
the  reliability  of  the  data  collected  for 
the  RHQDAPU  program  and  noted  that 
historically,  almost  all  hospitals  have 
passed  the  data  validation  requirements, 
meaning  that  their  data  are  found  to  be 
accurate  and  complete. 

Response:  We  believe  that  this 
proposed  requirement  will  ensure  that 
hospitals  continue  implementing 
procedures  for  ensuring  data 
completeness  and  accuracy.  This 
proposed  requirement  is  intended  to 
supplement  our  existing  submission  and 
validation  requirements. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final,  without  modification,  our 
proposal  to  require  hospitals  to 
electronically  acknowledge  on  an 
annual  basis  the  completeness  and 
accuracy  of  the  data  submitted  for  the 
RHQDAPU  program  payment 
determination. 

8.  Public  Display  Requirements  for  the 
FY  2011  Payment  Determination  and 
Subsequent  Years 

For  the  FY  2011  payment 
determination,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24180),  we  proposed  to  generally 
continue  using  the  following  existing 
requirements  implemented  in  previous 
years.  Our  continued  goal  for  the  chart 
validation  requirements  is  to  validate 
the  reliability  of  RHQDAPU  program 
chart-abstracted  data.  Accurate  data  are 
needed  to  calculate  accurate  publicly 
reported  quality  measures  that  are 
posted  on  the  Hospital  Compare  Web 
site.  We  added  the  validation 
requirement  in  the  FY  2006  IPPS  final 
rule  (70  FR  47421  through  47422)  to 
ensure  that  hospitals  submit  reliable 
data  for  RHQDAPU  program  chart- 
abstracted  measures,  based  on  our 
experience  in  FY  2005  that  hospitals 
vastly  differed  in  their  data  reliability. 
We  modified  the  validation 
requirements  in  the  FY  2008  IPPS  final 
rule  with  comment  period  (72  FR  47366 
and  47367)  to  update  the  RHQDAPU 
program  list  of  validated  measures  for 
FY  2008,  and  pooled  multiple  quarterly 
validation  estimates  into  a  single  annual 
estimate  to  improve  reliability.  We 
modified  these  requirements  to  reflect 


the  changing  RHQDAPU  program  list  of 
chart-abstracted  measures  and  validate 
all  available  RHQDAPU  program  data. 

We  proposed  to  update  the  list  of 
validated  RHQDAPU  program  measures 
for  the  FY  2011  payment  determination 
to  incorporate  changes  to  our  list  of 
required  chart-abstracted  RHQDAPU 
program  measures  for  CY  2009 
discharges.  These  requirements,  as  well 
as  additional  information  on  these 
requirements,  will  be  posted  on  the 
QualityNet  Web  site  after  we  issue  this 
final  rule. 

Section  1886(b)(3)(B)(viii)(VII)  of  the 
Act  provides  that  the  Secretary  shall 
establish  procedures  for  making  data 
submitted  under  the  RHQDAPU 
program  available  to  the  public.  The 
RHQDAPU  program  quality  measures 
are  posted  on  the  Hospital  Compare 
Web  site  [https:// 

www.hospitalcompare.hhs.gov).  We 
require  that  hospitals  sign  a  Notice  of 
Participation  form  when  they  first 
register  to  participate  in  the  RHQDAPU 
program.  Once  a  hospital  has  submitted 
a  form,  the  hospital  is  considered  to  be 
an  active  RHQDAPU  program 
participant  until  such  time  as  the 
hospital  submits  a  withdrawal  form  to 
CMS  (72  FR  47360).  Hospitals  signing 
this  form  agree  that  they  will  allow  CMS 
to  publicly  report  the  quality  measures 
included  in  the  RHQDAPU  program. 

We  will  continue  to  display  quality 
information  for  public  viewing  as 
required  by  section 

1886(b)(3)(B)(viii)(VII)  of  the  Act.  Before 
we  display  this  information,  hospitals 
will  be  permitted  to  review  their 
information  as  recorded  in  the  QIO 
Clinical  Warehouse. 

Currently,  hospital  campuses  that 
share  the  same  CCN  must  combine  data 
collection  and  submission  across  their 
multiple  campuses  (for  both  clinical 
measures  and  HCAHPS).  These 
measures  are  then  publicly  reported  on 
the  Hospital  Compare  Web  site  as  if 
they  apply  to  a  single  hospital.  We 
estimate  tiiat  approximately  5  to  10 
percent  of  the  hospitals  reported  on  the 
Hospital  Compare  Web  site  share  CCNs. 
To  increase  transparency  in  public 
reporting  and  improve  the  usefulness  of 
the  Hospital  Compare  Web  site,  we  plan 
to  note  on  the  Web  site  instances  whpre 
publicly  reported  measures  combine 
results  from  two  or  more  hospitals. 

We  did  not  receive  any  public 
comments  on  our  proposals  and  are 
adopting  them  as  final  in  this  final  rule. 

9.  Reconsideration  and  Appeal 
Procedures  for  the  FY  2010  Payment 
Determination 

•  -  t.  •  .  .  - .  ‘  \  .. 

The  general  deadline  for  submitting  a 
request  for  reconsideration  in 


connection  with  the  FY  2010  payment 
determination  is  November  1,  2009.  As 
discussed  more  fully  below,  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24181),  we  proposed  that  all 
hospitals  submit  a  request  for 
reconsideration  and  receive  a  decision 
on  that  request  before  they  can  file  an 
appeal  with  the  Provider 
Reimbursement  Review  Board  (PRRB). 

For  the  FY  2010  payment 
determination,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24181),  we  proposed  to  continue 
utilizing  most  of  the  same  procedures 
that  we  utilized  in  FY  2009.  Under  these 
proposed  procedures,  the  hospital 
must — 

•  Submit  to  CMS,  via  QualityNet,  a 
Reconsideration  Request  form  (available 
on  the  QualityNet  Web  site)  containing 
the  following  information: 

— Hospital  CMS  Certification  number 
(CCN).  ,  *  , 

— Hospital  Name. 

— CMS-identified  reason  for  failure  (as 
provided  in  the  CMS  notification  of 
failure  letter  to  the  hospital). 

— Hospital  basis  for  requesting 

reconsideration.  This  must  identify 
the  hospital’s  specific  reason(s)  for 
believing  it  met  the  RHQDAPU 
program  requirements  and  should 
receive  the  full  FY  2010  IPPS  annual 
payment  update. 

— CEO  contact  information,  including 
name,  e-mail  address,  telephone 
number,  and  mailing  address  (must 
include  the  physical  address,  not  just 
the  post  office  box).  We  proposed  to 
no  longer  require  that  the  hospital’s 
CEO  sign  the  RHQDAPU  program 
reconsideration  request.  We  have 
found  that  this  requirement  increases 
the  burden  for  hospitals  because  it 
prevents  them  from  electronically 
submitting  the  RHQDAPU  program 
reconsideration  request  forms.  In 
addition,  to  the  extent  that  a  hospital 
can  submit  a  request  for 
reconsideration  on-line,  the  burden 
on  our  staff  is  reduced  and,  as  a 
result,  we  can  more  quickly  review 
the  request. 

— QualityNet  System  Administrator 
contact  information,  including  name, 
e-mail  address,  telephone  number, 
and  mailing  address  (must  include  the 
physical  address,  not  just  the  post 
office  box). 

— Paper  medical  record  requirement  for 
reconsideration  requests  involving 
validation.  We  proposed  that  if  a 
hospital  asks  us  to  reconsider  an 
adverse  RHQDAPU  program  payment 
decision  made  because  the  hospital 
failed  the  validation  requirement,  the 
hospital  must  submit  paper  copies  of 
all  the  medical  records  that  it 
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submitted  to  the  CDAC  contractor 
each  quarter  for  purposes  of  the 
validation.  Hospitals  must  submit  this 
documentation  to  a  CMS  contractor, 
which  will  redact  all  patient  . 
identifying  information  and  forward 
the  redacted  copies  to  CMS.  The 
contractor  will  be  a  QIO  support 
contractor,  which  has  authority  to 
review  patient  level  information 
under  42  CFR  part  480.  We  will  post 
the  address  where  hospitals  can  ship 
the  paper  charts  on  the  QualityNet 
Web  site  after  we  issue  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  final  rule. 
Hospitals  submitting  a  RHQDAPU 
program  validation  reconsideration 
request  will  have  all  mismatched  data 
reviewed  by  CMS,  and  not  their  State 
QIO.  (As  discussed  in  section  V.A.6.b. 
of  this  final  rule,  the  State  QIO  is 
available  to  conduct  a  quarterly 
validation  appeal  if  so  requested  by  a 
hospital.) 

For  the  FY  2010  payment 
determination,  the  RHQDAPU  program 
data  that  will  be  validated  is  4th 
calendar  quarter  2007  through  3rd 
quarter  calendar  year  2008  discharge 
data,  except  for  SCIP-Infection-4  and 
Infection-6,  which  will  be  validated 
using  2nd  and  3rd  calendar  quarter  2008 
discharges  (73  FR  48621  through 
48622).  Hospitals  must  provide  a 
written  justification  for  each  appealed 
data  element  classified  during  the 
validation  process  as  a  mismatch.  We 
will  review  the  data  elements  that  were 
labeled  as  mismatched,  as  well  as  the 
written  justifications  provided  by  the 
hospitals,  and  make  a  decision  on  the 
reconsideration  request.  As  we 
mentioned  above,  we  proposed  that  all 
hospitals  submit  a  reconsideration 
request  to  CMS  and  receive  a  decision 
on  that  request  prior  to  submitting  a 
PRRB  appeal.  We  believe  that  the 
reconsideration  process  is  less  costly  for 
both  CMS  and  hospitals,  and  that  this 
requirement  will  decrease  the  number  of 
PRRB  appeals  by  resolving  issues  earlier 
in  the  appeals  process. 

Following  receipt  of  a  request  for 
reconsideration,  we  will — 

•  Provide  an  e-mail 
acknowledgement,  using  the  contact 
information  provided  in  the 
reconsideration  request,  to  the  CEO  and 
the  QualityNet  Administrator  that  the 
request  has  been  received. 

•  Provide  written  notification  to  the 
hospital  CEO,  using  the  contact 
information  provided  in  the 
reconsideration  request,  regarding  our 
decision.  We  expect  the  process  to  take 
approximately  60  to  90  days  from  the 
reconsideration  request  due  date  of 
November  1,  2009. 


If  a  hospital  is  dissatisfied  with  the  • 
result  of  a  RHQDAPU  program 
reconsideration  decision,  the  hospital 
may  file  a  claim  under  42  CFR  part  405, 
Subpart  R  (a  PRRB  appeal).  We  solicited 
public  comments  on  the  extent  to  which 
these  proposed  procedures  will  be  less 
costly  for  hospitals,  and  whether  they 
will  lead  to  fewer  PRRB  appeals. 

Comment:  One  commenter  agreed  that 
CMS  should  no  longer  require  the  CEO 
to  sign  the  RHQDAPU  program 
reconsideration  request  so  that  the 
request  does  not  get  held  up  for  a 
signature,  and  can  be  submitted 
electronically.  The  commenter  believed 
that  use  of  the  PRRB  is  less  cost 
efficient,  and  should  be  the  last  resort. 
The  commenter  requested  that  the 
reconsideration  process  provide  both 
written  notification  to  the  hospital  CEO 
and  QualityNet  notification  to  the 
QualityNet  Administrator  working  at 
the  hospital. 

Response:  We  appreciate  the 
comment  and  recognize  the  additional 
burden  to  hospitals'  associated  with  the 
requirement  of  a  CEO  signature. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  require 
hospitals  to  submit  their  paper  medical 
records  for  re-abstraction  when  they 
submit  an  appeal  involving  data 
validation.  The  commenters  indicated 
that  this  process  will  give  hospitals  that 
believe  the  results  of  the  data  validation 
were  inaccurate  an  opportunity  to  have 
their  data  re-abstracted  again  as  part  of 
the  reconsideration  process. 

Response:  In  the  proposed  rule,  we 
proposed  that  hospitals  must  provide  a 
written  justification  for  each  appealed 
data  element  classified  during  the 
validation  process  as  a  mismatch.  We 
stated  that  we  would  review  the  data 
elements  that  were  labeled  as 
mismatched,  as  well  as  the  written 
justifications  provided  by  the  hospitals, 
and  make  a  decision  on  the  » 
reconsideration  request.  However,  we 
wish  to  clarify  that  this  would  not  be  a 
re-abstraction,  but  a  review  of  the 
hospital’s  justification  and  the  medical 
record  for  each  appealed  mismatching 
data  element.  The  intent  of  this  proposal 
is  for  us  to  have  all  of  the  information 
necessary  to  review  a  request  for 
reconsideration  based  on  the  hospital’s 
validation  results. 

Comment:  One  commenter  asked  for 
clarification  about  two  possible 
situations  that  could  arise  under  CMS’ 
proposal  to  review  paper  medical 
records  as  part  of  the  reconsideration 
process  (when  the  issue  is  validation): 

1.  Hospital  fails  to  return  one  or  more 
medical  records  to  the  CDAC  contractor 
for  the  quarterly  validation  request 
within  the  45  calendar  day  timeframe. 


There  are  no  CDAC  contractor- 
abstracted  data  elements  for  the 
reconsideration  contractor  to  review, 
except  for  medical  records  returned 
after  the  45  calendar  day  deadline. 

Would  the  hospital  be  allowed  to 
submit  medical  records  during 
reconsideration  to  receive  credit  for 
information  submitted  to  the  CDAC 
contractor  after  the  quarterly  validation 
45  day  deadline?  If  not,  would  the 
reconsideration  contractor’s  review  be 
limited  in  scope  to  the  CDAC 
contractor’s  original  documentation  that 
verifies  contact  with  the  hospital  as 
outlined  in  this  regulation,  and 
documents  that  the  CDAC  contractor 
did  not  receive  the  requested  medical 
records  in  the  required  timeframe  (for 
example,  reconsideration  limited  to  data 
and  hospital  receipt  of  CDAC 
contractor’s  request  for  medical  records, 
written  reminder  notes,  and  CDAC 
contractor’s  non-receipt  of  medical 
records). 

2.  Hospital  receives  one  or  more 
“invalid  record  selection’’  zero  scores 
for  failing  to  provide  the  correct  medical 
record  for  the  requested  episode  of  care. 
Invalid  record  selections  occur  when 
the  hospital  submits  medical  record(s) 
that  do  not  match  the  requested  patient 
episode  of  care’s  admission  date, 
discharge  date,  name  or  other  hospital 
submitted  identification  information, 
and/or  birthdate/birth  year.  Would  the 
reconsideration  contractor  abstract 
medical  records  for  these  “invalid 
records,”  or  would  the  reconsideration 
contractor  and  CMS  simply  review  the 
electronic  submitted  data,  relative  to  the 
hospital  submitted  data  to  the  CDAC 
contractor  in  response  to  the  original 
medical  record  request? 

In  both  scenarios,  the  commenter 
argued  that  hospitals  would  attempt  to 
circumvent  the  CDAC  contractor 
validation  process  and  submit  medical 
records  to  the  reconsideration  process. 
The  commenter  recommended  that  CMS 
limit  the  scope  of  RHQDAPU  program 
reconsideration  review  for  validation  to 
verification  of  CDAC  contractor 
processing,  and  not  circumventing  the 
validation  process  to  allow 
reconsideration  contractor  abstraction  of 
these  nonreturned  and  “invalid  record 
selection”  cases  that  receive  zero 
validation  scores.  The  commenter 
indicated  that  CMS  should  spend  its 
dollars  wisely  and  create  processes  that 
do  not  allow  hospitals  to  bypass  existing 
and  expensive  quarterly  validation 
processes. 

Response:  We  appreciate  the 
comment.  Our  intent  is  to  provide 
hospitals  a  process  to  request  our 
reconsideration  review  of  mismatched 
data  elements  abstracted  by  the  CDAC 
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contractor  affecting  the  hospitals’ 
validation  scores.  Hospitals  must  submit 
a  copy  of  the  entire  requested  medical 
record  to  the  CDAC  contractor  during 
the  quarterly  validation  process  for  the 
requested  case  to  be  eligible  for 
reconsideration  of  mismatched  data 
elements.  Our  review  of  medical  records 
that  we  classify  as  not  matching  what 
was  requested  by  the  CDAC  contractor 
(called  “invalid  record  selections”)  will 
initially  be  limited  to  ascertaining 
whether  the  copy  of  the  record 
submitted  to  the  CDAC  contractor  was 
actually  an  entire  copy  of  the  requested 
medical  record.  If  we  determine  during 
reconsideration  that  the  hospital  did 
submit  the  entire  copy  of  the  requested 
medical  record  to  the  CDAC  contractor, 
then  we  would  abstract  data  elements 
from  the  medical  record  submitted  by 
the  hospital  along  with  its 
reconsideration  request. 

We  would  also  review  the  hospital’s 
justification  for  medical  records  not 
returned  in  a  timely  manner  to  ascertain 
whether  the  CDAC  contractor  received 
the  requested  record  within  45  calendar 
days,  and  whether  the  hospital  received 
the  initial  medical  record  request  and 
reminder  notice  as  specified  in  this 
regulation.  If  we  determine  during 
reconsideration  that  the  CDAC 
contractor  did  receive  a  paper  copy  of 
the  requested  medical  record  within  45 
calendar  days,  then  we  would  abstract 
data  elements  from  the  medical,  record 
submitted  by  the  hospital  along  with  its 
reconsideration  request. 

After  reviewing  the  public  comments 
we  received,  we  are  adopting  as  final 
the  proposed  RHQDAPU  program 
reconsideration  requirements  for  FY 
2010.  However,  we  wish  to  clarify  the 
following  regarding  the  scope  of  our 
review  when  a  hospital  requests 
reconsideration  because  it  failed  our 
validation  requirements: 

1.  Hospital  requests  reconsideration 
for  CDAC  contractor-abstracted  data 
elements  classified  as  mismatches 
affecting  validation  scores.  Hospitals 
must  timely  submit  a  copy  of  the  entire 
requested  medical  record  to  the  CDAC 
contractor  during  the  quarterly 
validation  process  for  the  requested  case 
to  be  eligible  to  request  reconsideration 
of  mismatched  data  elements. 

2.  Hospital  requests  reconsideration 
for  medical  record  copies  submitted 
during  the  quarterly  validation  process 
and  classified  as  invalid  record 
selections.  Invalid  record  selections  are 
defined  as  medical  records  submitted  by 
hospitals  during  the  quarterly  validation 
process  that  do  not  match  the  patient’s 
episode  of  care  information  as 
determined  by  the  CDAC  contractor  (in 
other  words,  the  contractor  determines 


that  the  hospital  returned  a  medical 
record  that  is  different  from  that  which 
was  requested).  If  the  CDAC  contractor 
determines  that  the  hospital  has 
submitted  an  invalid  record  selection 
case,  it  awards  a  zero  validation  score 
for  the  case  because  the  hospital  did  not 
submit  the  entire  copy  of  the  medical 
record  for  that  requested  case.  During 
the  reconsideration  process,  our  review 
of  invalid  record  selections  will  initially 
be  limited  to  determining  whether  the  - 
record  submitted  to  the  CDAC 
contractor  was  actually  an  entire  copy  of 
the  requested  medical  record.  If  we 
determine  during  reconsideration  that 
the  hospital  did  submit  the  entire  copy 
of  the  requested  medical  record,  then 
we  would  abstract  data  elements  from 
the  medical  record  submitted  by  the 
hospital  along  with  its  reconsideration 
request. 

3.  Hospital  requests  reconsideration 
for  medical  records  not  submitted  to  the 
CDAC  contractor  within  the  45  calendar 
day  deadline.  Our  review  will  initially 
be  limited  to  determining  whether  the 
CDAC  contractor  received  the  requested 
record  within  45  calendar  days,  and 
whether  the  hospital  received  the  initial 
medical  record  request  and  reminder 
notice  as  specified  in  this  regulation.  If 
we  determine  during  reconsideration 
that  the  CDAC  contractor  did  receive  a 
paper  copy  of  the  requested  medical 
record  within  45  calendar  days,  then  we 
would  abstract  data  elements  from  the 
medical  record  submitted  by  the 
hospital  along  with  its  reconsideration 
request. 

In  sum,  we  are  initially  limiting  the 
scope  of  our  reconsideration  reviews 
involving  validation  to  information 
already  submitted  by  the  hospital 
during  the  quarterly  validation  process, 
and  we  will  not  abstract  medical  records 
that  were  not  submitted  to  the  CDAC 
contractor  during  the  quarterly 
validation  process.  We  will  expand  the 
scope  of  our  review  only  if  we  find 
during  the  initial  review  that  the 
hospital  correctly  and  timely  submitted 
the  requested  medical  records.  In  that 
case,  then  we  would  abstract  data 
elements  from  the  medical  record 
submitted  by  the  hospital  along  with  its 
reconsideration  request. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final,  with  the  clarifications  outlined 
in  this  final  rule,  our  proposals 
regarding  reconsideration  and  appeals 
procedures  for  the  FY  2010  payment 
determination. 

10.  RHQDAPU  Program  Withdrawal 
Deadlines 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24181),  we 


proposed  to  accept  RHQDAPU  program 
withdrawal  forms  for  the  FY  2011 
payment  determination  from  hospitals 
until  August  15,  2010.  We  proposed  this 
deadline  so  that  we  would  have 
sufficient  time  to  update  the  FY  2011 
payment  to  hospitals  starting  on  October 

I,  2010.  If  a  hospital  withdraws  from  the 
program  for  the  FY  2011  payment 
determination,  it  will  receive  a  2.0 
percentage  point  reduction  in  its  FY 
2011  annual  payment  update.  We  noted 
that  once  a  hospital  has  submitted  a 
Notice  of  Participation  form,  it  is 
considered  to  be  an  active  RHQDAPU 
program  participant  until  such  time  as 
the  hospital  submits  a  withdrawal  form 
to  CMS. 

We  did  not  receive  any  public 
comments  about  our  proposal. 

Therefore,  we  are  adopting  as  final  our 
proposal  to  accept  RHQDAPU  program 
withdrawal  forms  for  the  FY  2011 
payment  determination  from  hospitals 
until  August  15,  2010. 

II.  Electronic  Health  Records 
a.  Background 

Starting  with  the  FY  2006  IPPS  final 
rule,  we  have  encouraged  hospitals  to 
take  steps  toward  the  adoption  of  EHRs 
(also  referred  to  in  previous  rulemaking 
documents  as  electronic  medical 
records)  that  will  allow  for  reporting  of 
clinical  quality  data  from  the  EHRs 
directly  to  a  CMS  data  repository  (70  FR 
47420  through  47421).  We  encouraged 
hospitals  that  are  implementing, 
upgrading,  or  developing  EHR  systems 
to  ensure  that  the  technology  obtained, 
upgraded,  or  developed  conforms  to 
standards  adopted  by  HHS.  We 
suggested  that  hospitals  also  take  due 
care  and  diligence  to  ensure  that  the 
EHR  systems  accurately  capture  quality 
data  and  that,  ideally,  such  systems 
provide  point-of-care  decision  support 
that  promotes  optimal  levels  of  clinical 
performance. 

In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47366),  we 
responded  to  comments  we  received  on 
EHRs  and  noted  that  CMS  planned  to 
continue  participating  in  the  American 
Health  Information  Community  (which 
has  now  sunset  and  is  replaced  by  the 
National  eHealth  Collaborative)  and 
other  entities  to  explore  processes 
through  which  an  EHR  could  speed  the 
collection  of  data  and  minimize  the 
resources  necessary  for  quality 
reporting. 

Recently,  we  initiated  work  directed 
toward  enabling  EHR  submission  of 
quality  measures  through  EHR 
standards  development  and  adoption. 
We  are  working  under  an  inter-agency 
agreement  between  CMS  and  the  Office 
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of  the  National  Coordinator  for 
Healthcare  Information  Technology 
(ONC)  to  identify  and  harmonize 
standards  for  the  EHR-based  submission 
of  Emergency  Department  Throughput 
measures,  Stroke  measures,  and  Venous 
Thromboembolism  measures.  These 
measures  have  received  NQF 
endorsement  and  are  potential  measures 
for  future  inclusion  in  the  RHQDAPU 
program.  Pursuant  to  this  agreement,  the 
Healthcare  Information  Technology 
Standards  Panel  (HITSP)  has  been 
tasked  with  harmonizing  the  EHR  data 
element  standards  for  the  measure  sets. 
The  work  for  these  three  measure  sets 
began  in  September  2008  and  is  due  to 
be  completed  in  a  little  more  than  1 
year.  It  is  expected  that  interoperable 
standards  will  be  developed  and  fully 
vetted  by  October  2009.  When  HITSP 
posts  the  standards,  we  anticipate  that 
EHR  vendors  will  be  able  to  code  their 
EHR  systems  with  the  new 
specifications  and  begin  collecting  this 
data  electronically.  We  expect  that  these 
standards  will  be  provided  to  its 
Certification  Commission  for  Healthcare 
Information  Technology  (CCHIT)  for 
inclusion  in  the  criteria  for  certification 
of  inpatient  EHRs. 

b.  EHR  Testing  of  Quality  Measures 
Submission 

As  we  have  previously  stated,  we  are 
interested  in  the  reporting  of  quality 
measures  using  EHRs,  and  we  continue 
to  encourage  hospitals  to  adopt  and  use 
EHRs  that  conform  to  industry 
standards.  We  believe  that  the  testing  of 
EHR  submission  is  an  important  and 
necessary  step  to  establish  the  ability  of 
EHRs  to  report  clinical  quality  measures 
and  the  capacity  of  CMS  to  receive  such 
data. 

Through  CMS’  interagency  agreement 
with  ONC  previously  described,  the 
interoperable  standards  for  EHR-based 
submission  of  the  Emergency 
Department  (ED)  Throughput,  Stroke, 
and  Venous  Thromboembolism  (VTE) 
measures  are  scheduled  to  be  finalized 
in  late  2009  and  will  be  available  for 
review  and  testing.  We  anticipate  testing 
the  components  required  for  the 
submission  of  clinical  quality  data 
extracted  from  EHRs  for  these  measures, 
and  are  exploring  different  mechanisms 
and  formats  that  will  aid  the  submission 
process,  as  well  as  ensure  that  the 
summary  measure  results  extracted  from 
the  EHRs  are  reliable.  When  the 
interoperable  EHR-based  submission 
standards  become  available,  EHR 
vendors  will  be  able  to  employ  them  in 
EHR  systems  and  begin  testing  how  they 
facilitate  the  electronic  collection  of 
these  data.  We  intend  to  follow  similar 
processes  and  procedures  to  those  we 


are  using  for  the  PQRI  EHR  testing  being 
conducted  as  described  in  the  CY  2009 
Medicare  Physician  Fee  Schedule  final 
rule  with  comment  period  (73  FR  69828 
through  69830). 

We  anticipate  moving  forward  with 
testing  CMS’  technical  ability  to  accept 
data  from  EHRs  for  the  ED,  Stroke,  and 
VTE  measures  as  early  as  July  1,  2010. 
Pursuant  to  the  Paperwork  Reduction 
Act,  prior  to  the  beginning  of  testing 
EHR-based  data  submission,  we  will 
publish  a  Federal  Register  notice 
seeking  public  comments  on  the  process 
we  intend  to  follow  to  select  EHR 
vendors/hospitals  and  the  methodology 
we  plan  to  use  for  testing  EHR-based 
data  submissions. 

The  test  measures  described  above  are 
not  currently  required  under  the 
RHQDAPU  program.  As  long  as  that 
remains  the  case,  EHR  test  data  that  is 
received  for  these  measures  will  not  be 
used  to  make  RHQDAPU  program 
payment  decisions.  In  addition,  the 
posting  of  the  electronic  specifications 
for  any  particular  measure  should  not  be 
interpreted  as  a  signal  that  we  intend  to 
select  the  measure  for  inclusion  in  the 
RHQDAPU  program  measure  set. 

We  intend  to  select  several  EHR 
vendors/hospitals  to  develop  and  test 
EHR  clinical  quality  data  submission. 
EHR  vendors/hospitals  that  wish  to 
participate  in  the  development  and 
testing  process  will  be  able  to  self- 
nominate  by  sending  a  letter  of  interest 
to:  “RHQDAPU  Program  IT  Testing 
Nomination”,  Centers  for  Medicare  and 
Medicaid  Services,  Office  of  Clinical 
Standards  and  Quality,  Quality 
Measurement  and  Health  Assessment 
Group,  7500  Security  Boulevard,  Mail 
Stop  S3-02-01,  Baltimore,  MD  21244- 
8532.  The  letter  must  be  received  by 
CMS  by  6  p.m.,  E.S.T.  on  December  31, 
2009.  Vendors/hospitals  will  be  selected 
based  on  the  following  criteria:  (1)  They 
are  able  to  submit  clinical  EHR  data 
using  interoperability  standards  such  as 
Cross  Document  Sharing  (XDS),  Cross 
Community  Access  (XCA),  Clinical  Data 
Architecture  (CD A),  and  Health  Level  7 
Version  3  to  a  CMS-designated  clinical 
data  repository;  and  (2)  they  have 
established  or  have  applied  for  a 
QualityNet  account.  More  information 
regarding  these  capabilities  will  be 
made  available  on  the  Hospital  Quality 
Initiative  section  of  the  CMS  Web  site 
at:  https://www.cms.hhs.gov/ 
HospitalQualitylnits/ .  Preference  may 
be  given  to  EHR  vendors/hospitals  that 
utilize  EHRs  that  are  currently  certified 
by  the  CCHIT,  use  the  National  Health 
Information  Network  (NHIN),  and/or 
utilize  Health  Information  Technology 
Standards  Panel  (HITSP)/Integrating  the 


Healthcare  Environment  (IHE) 
standards. 

EHR  vendors/hospitals  that  would 
like  to  test  the  submission  of  inpatient 
EHR  data  to  the  CMS-designated  clinical 
data  repository  should  update  their  EHR 
products  or  otherwise  ensure  that  those 
products  can  capture  and  submit  the 
necessary  data  elements  identified  for 
an  EHR-based  submission  once  the 
standardized  format  has  been 
determined.  We  suggest  that  these 
entities  begin  submitting  EHR  data 
promptly  after  CMS  announces  that  the 
clinical  data  repository  is  ready  to 
accept  such  data  so  that  problems  that 
may  complicate  or  preclude  a  successful 
quality  measure  data  submission  can  be 
corrected . 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24182),  we 
welcomed  comments  on  this  discussion 
of  EHR-based  data  submission  testing. 

Comment:  A  number  of  commenters 
supported  voluntary  EHR  testing,  the 
creation  of  uniform  data  content 
standards,  and  the  concept  of  reducing 
the  burden  to  hospitals  through 
automated  data  transmission  via  EHR 
products.  The  commenters  applauded 
CMS  for  EHR  testing  and  for  working  to 
expand  quality  data  submission  to 
include  electronic  formats.  The 
commenters  also  commended  CMS  for 
working  with  ONC  to  establish 
electronic  standards  for  ED,  Stroke  and 
VTE  quality  measures.  The  commenters 
urged  CMS  to  ensure  the  scientific 
integrity  of  the  electronic  standards  and 
resulting  measures,  and  encouraged 
CMS  to  work  closely  with  NQF’s  Health 
IT  Expert  Panel  (HITEP)  and  to 
incorporate  HITSP  standards  for 
measures.  Some  commenters  urged  CMS 
to  conduct  EHR  testing  for  measures 
that  have  already  been  adopted  into  the 
RHQDAPU  program  as  well.  However, 
one  commenter  stated  that  the  timelines 
suggested  in  the  proposed  rule  do  not 
take  into  account  the  realities  faced  by 
hospitals. 

Response:  We  appreciate  these 
supportive  comments  regarding 
voluntary  EHR  testing,  and  acknowledge 
the  challenges  faced  by  many  hospitals 
in  adopting  EHRs  at  this  time.  We  will 
continue  to  work  with  standard  setting 
organizations  toward  standardization  of 
data  elements  for  quality  measures  in 
EHRs.  A  voluntary  EHR-based  data 
submission  testing  process  would  be 
initiated  at  such  time  as  CMS  systems 
are  able  to  support  it.  Hospitals  would 
not  be  required  to  participate  in  this 
testing  process,  but  would  do  so 
voluntarily.  We  decided  to  begin  EHR 
testing  with  non-implemented 
measures.  However,  we  plan  to  create 
electronic  formats  for  measures  already 
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adopted  for  the  RHQDAPU  program  as 
well. 

We  thank  the  commenters  for  their 
suggestions  and  will  take  these 
comments  into  consideration  as  we 
move  forward  with  voluntary  EHR 
testing.  We  will  announce  further 
details  regarding  this  voluntary  testing 
program  in  a  separate  Federal  Register 
notice. 

c.  HITECH  Act  EHR  Provisions 

On  February  17,  2009,  the  President 
,  signed  into  law  the  ARRA,  Public  Law 
111-5.  The  HITECH  Act  (Title  IV  of 
Division  B  of  the  ARRA,  together  with 
Title  XIII  of  Division  A  of  the  ARRA) 
authorizes  payment  incentives  under 
Medicare  for  the  adoption  and  use  of 
certified  EHR  technology  beginning  in 
FY  2011.  Hospitals  are  eligible  for  these 
payment  incentives  if  they  meet  the 
following  three  requirements: 

Meaningful  use  of  certified  EHR 
technology;  electronic  exchange  of 
health  information;  and  reporting  on 
measures  using  certified  EHR 
technology  (provided  the  Secretary  has 
the  capacity  to  receive  such  information 
electronically).  With  respect  to  this 
requirement,  under  section 
1886(n)(3)(A)(ii)  of  the  Act,  as  added  by 
section  4102  of  the  HITECH  Act,  the 
Secretary  shall  select  measures, 
including  clinical  quality  measures,  that 
hospitals  must  provide  to  CMS  in  order 
to  be  eligible  for  the  EHR  incentive 
payments.  With  respect  to  the  clinical  . 
quality  measures,  section 
1886(n)(3)(B)(i)  of  the  Act  requires  the 
Secretary  to  give  preference  to  those 
clinical  quality  measures  that  have  been 
selected  for  the  RHQDAPU  program 
under  section  1886(b)(3)(B)(viii)  of  the 
Act  or  that  have  been  endorsed  by  the 
entity  with  a  contract  with  the  Secretary 
under  section  1890(a)  of  the  Act.  Any 
measures  must  be  proposed  for  public 
comment  prior  to  their  selection,  except 
in  the  case  of  measures  previously 
selected  for  the  RHQDAPU  program 
under  section  1886(b)(3)(B)(viii)  of  the 
Act. 

Thus,  the  RHQDAPU  program  and  the 
HITECH  Act  have  important  areas  of 
overlap  and  synergy  with  respect  to  the 
reporting  of  quality  measures  using 
-  EHRs.  We  believe  the  financial 
incentives  under  the  HITECH  Act  for 
the  adoption  and  meaningful  use  of 
certified  EHR  technology  by  hospitals 
will  encourage  the  adoption  and  use  of 
certified  EHRs  for  the  reporting  of 
clinical  quality  measures  under  the 
RHQDAPU  program.  Further,  these 
efforts  to  test  the  submission  of  quality 
data  through  EHRs  may  provide  a 
foundation  for  establishing  the  capacity 
of  hospitals  to  send,  and  for  CMS  to 


receive,  quality  measures  via  hospital 
EHRs  for  future  RHQDAPU  program 
measures.  We  again  note  that  the 
provisions  in  this  final  rule  do  not 
implicate  or  implement  any  HITECH 
statutory  provisions.  Those  provisions 
will  be  implemented  in  a  future 
rulemaking. 

B.  Medicare-Dependent,  Small  Rural  , 
Hospitals  (MDHs):  Budget  Neutrality 
Adjustment  Factors  for  FY  2002-Based 
Hospital-Specific  Rate  (§  412.79(i)) 

1.  Background 

Under  the  IPPS,  special  payment 
protections  are  provided  to  a  sole 
community  hospital  (SCH).  Section 
1886(d)(5)(D)(iii)  of  the  Act  defines  an 
SCH  as  a  hospital  that,  by  reason  of 
factors  such  as  isolated  location, 
weather  conditions,  travel  conditions,  or 
absence  of  other  like  hospitals  (as 
determined  by  the  Secretary)  is  the  sole 
source  of  inpatient  hospital  services 
reasonably  available  to  Medicare 
beneficiaries.  The  regulations  that  set 
forth  the  criteria  that  a  hospital  must 
meet  to  be  classified  as  an  SCH  are 
located  at  42  CFR  412.92.  Section 
1886(d)(5)(D)(iii)(III)  of  the  Act  and  the 
regulations  at  §412.109  also  provide 
that  certain  essential  access  community 
hospitals  (EACHs)  will  be  treated  as  an 
SCH  for  payment  purposes  under  the 
IPPS. 

Under  the  IPPS,  separate  special 
payment  protections  also  are  provided 
to  a  Medicare-dependent,  small  rural 
hospital  (MDH).  Section 
1886(d)(5)(G)(iv)  of  the  Act  defines  an 
MDH  as  a  hospital  that  is  located  in  a 
rural  area,  has  not  more  than  100  beds, 
is  not  an  SCH,  and  has  a  high 
percentage  of  Medicare  discharges  (not 
less  than  60  percent  of  its  inpatient  days 
or  discharges  in  its  1987  cost  reporting 
year  or  in  two  of  its  most  recent  three 
settled  Medicare  cost  reporting  years). 
The  regulations  that  set  forth  the  criteria 
that  a  hospital  must  meet  to  be 
classified  as  an  MDH  are  located  at  42 
CFR  412.108. 

Although  SCHs  and  MDHs  are  paid 
under  special  payment  methodologies, 
they  are  still  paid  under  section  1886(d) 
of  the  Act.  Like  all  IPPS  hospitals  paid 
under  section  1886(d)  of  the  Act,  SCHs 
and  MDHs  are  paid  for  their  discharges 
based  on  the  DRG  weights  calculated 
under  section  1886(d)(4)  of  the  Act. 

For  SCHs,  effective  with  hospital  cost 
reporting  periods  beginning  prior  to 
January  1,  2009,  section  1886(d)(5)(D)(i) 
of  the  Act  (as  amended  by  section 
6003(e)  of  Public  Law  101-239  (OBRA 
1989))  and  section  1886(b)(3)(I)  of  the 
Act  (as  added  by  section  405  of  Public 
Law  106-113  (BBRA  1999)  and  further 


amended  by  section  213  of  Public  Law 
106-554  (BIPA  2000)  provide  that  SCHs 
are  paid  based  on  whichever  of  four 
statutorily  specified  rates  (listed  below) 
yields  the  greatest  aggregate  payment  to 
the  hospital  for  the  cost  reporting 
period.  For  cost  reporting  periods 
beginning  on  or  after  January  1,  2009, 
section  122  of  Public  Law  110-275 
(MIPPA  2008)  further  amended  the  Act 
to  specify  that  SCHs  will  be  paid  based 
on  a  FY  2006  hospital-specific  rate  (that 
is,  based  on  their  updated  costs  per 
discharge  from  their  12-month  cost 
reporting  period  beginning  during 
Federal  fiscal  year  2006),  if  this  results 
in  the  greatest  payment  to  the  SCH. 
Therefore,  currently,  SCHs  are  paid 
based  on  whichever  of  the  following 
rates  yields  the  greatest  aggregate 
payment  to  the  hospital  for  the  cost 
reporting  period: 

•  The  Federal  rate  applicable  to  the 
hospital; 

•  The  updated  hospital-specific  rate 
based  on  FY  1982  costs  per  discharge; 

•  The  updated  hospital-specific  rate 
based  on  FY  1987  costs  per  discharge; 

•  The  updated  hospital-specific  rate 
based  on  FY  1996  costs  per  discharge; 
or 

•  The  updated  hospital-specific  rate 
based  on  FY  2006  costs  per  discharge. 

For  purposes  of  payment  to  SCHs  for 
which  the  FY  1996  hospital-specific  rate 
yields  the  greatest  aggregate  payment, 
payments  for  discharges  during  FYs 
2001,  2002,  and  2003  were  based  on  a 
blend  of  the  FY  1996  hospital-specific 
rate  and  the  greater  of  the  Federal  rate 
or  the  updated  FY  1982  or  FY  1987 
hospital-specific  rate.  For  discharges 
during  FY  2004  and  subsequent  fiscal 
years,  payments  based  on  the  FY  1996 
hospital-specific  rate  are  based  on  100 
percent  of  the  updated  FY  1996 
hospital-specific  rate. 

Through  and  including  FY  2006, 
under  section  1886(d)(5)(G)  of  the  Act, 
MDHs  are  paid  based  on  the  Federal  rate 
or,  if  higher,  the  Federal  rate  plus  50 
percent  of  the  amount  by  which  the 
Federal  rate  is  exceeded  by  the  updated 
hospital-specific  rates  based  on  FY  1982 
or  FY  1987  costs  per  discharge, 
whichever  of  these  hospital-specific 
rates  is  higher.  Section  5003(b)  of  Public 
Law  109-171  (DRA  2005)  amended 
section  1886(d)(5)(G)  of  the  Act  to 
provide  that,  for  discharges  occurring  on 
or  after  October  1,  2006,  MDHs  are  paid 
based  on  the  Federal  rate  or,  if  higher, 
the  Federal  rate  plus  75  percent  of  the 
amount  by  which  the  Federal  rate  is 
exceeded  by  the  updated  hospital- 
specific  rate  based  on  FY  1982,  FY  1987, 
or  FY  2002  costs  per  discharge, 
whichever  of  these  hospital-specific 
rates  is  the  highest.  Unlike  SCHs,  MDHs 


Federal  Register / Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


43895 


do  not  have  the  option  to  use  their  FY 
1996  hospital-specific  rate. 

For  each  cost  reporting  period,  the 
fiscal  intermediary  or  MAC  determines 
which  of  the  payment  options  will  yield 
the  highest  aggregate  payment.  Interim 
payments  are  automatically  made  at  the 
highest  rate  using  the  best  data  available 
at  the  time  the  fiscal  intermediary  or 
MAC  makes  the  determination. 

However,  it  may  not  be  possible  for  the 
fiscal  intermediary  or  MAC  to  determine 
in  advance  precisely  which  of  the  rates 
will  yield  the  highest  aggregate  payment 
by  year’s  end.  In  many  instances,  it  is 
not  possible  to  forecast  the  outlier 
payments,  or  the  amount  of  the  DSH 
adjustment  or  the  IME  adjustment,  all  of 
which  are  applicable  only  to  payments 
based  on  the  Federal  rate  and  not  to 
payments  based  on  the  hospital-specific 
rate.  The  fiscal  intermediary  or  MAC 
makes  a  final  adjustment  at  the  close  of 
the  cost  reporting  period  after  it 
determines  precisely  which  of  the 
payment  rates  would  yield  the  highest 
aggregate  payment  to  the  hospital. 

If  a  hospital  disagrees  with  the  fiscal 
intermediary’s  or  the  MAC’S 
determination  regarding  the  final 
amount  of  program  payment  to  which  it 
is  entitled,  it  has  the  right  to  appeal  the 
fiscal  intermediary’s  or  the  MAC’S 
decision  in  accordance  with  the 
procedures  set  forth  in  42  CFR  part  405, 
Subpart  R,  which  govern  provider 
payment  determinations  and  appeals. 

2.  FY  2002-Based  Hospital-Specific  Rate 

Acute  care  hospitals,  including  MDHs 
and  SCHs,  are  subsection  (d)  hospitals 
paid  under  the  IPPS.  As  mentioned 
earlier,  under  the  special  payment 
methodologies  for  MDHs  and  SCHs, 
Medicare  payments  per  discharge  are 
made  based  on  DRG  weights,  as  with  all 
other  acute  care  hospitals  paid  under 
the  IPPS.  (We  note  that  effective 
beginning  in  FY  2008,  the  MS-DRGs  are 
used  under  the  IPPS.)  As  discussed 
above,  although  the  specific  payment 
formulas  for  MDHs  and  SCHs  differ,  it 
is  common  to  both  types  of  hospitals 
that  they  may  be  paid  based  on  an 
updated  hospital-specific  rate 
determined  from  their  costs  per 
discharge  in  a  specified  base  year. 

Section  1886(d)(4)(C)(iii)  of  the  Act 
requires  that  aggregate  IPPS  payments 
be  projected  to  neither  increase  nor 
decrease  as  a  result  of  the  annual 
changes  to  the  DRG  classifications  and 
weighting  factors.  Beginning  in  FY 
1994,  in  applying  the  current  year’s 
budget  neutrality  adjustment  factor  to 
both  the  standard  Federal  rate  and 
hospital-specific  rates,  we  do  not 
remove  the  prior  years.’  budget 
neutrality  adjustment  factors  when 


applying  the  current  year  budget 
neutrality  adjustment  factor  to  assure 
that  estimated  aggregate  payments  after 
the  DRG  changes  are  equal  to  estimated 
aggregate  payments  prior  to  the  changes 
(48  FR  46345).  If  we  were  to  remove  the 
prior  year  adjustment(s),  we  would  not 
satisfy  this  requirement.  As  we  have 
previously  explained  (for  example,  in 
the  FY  2006  IPPS  final  rule  (70  FR 
47429)),  all  section  1886(d)  hospitals, 
including  hospitals  that  are  paid  based 
on  a  hospital-specific  rate,  are  subject  to 
a  DRG  budget  neutrality  adjustment 
factor.  As  is  the  case  for  all  other  IPPS 
hospitals,  these  hospitals  are  paid  based 
on  DRG  classifications  and  weighting 
factors  that  must  be  considered  when 
we  determine  whether  aggregate  IPPS 
payments  are  projected  to  increase  or 
decrease  as  a  result  of  the  annual 
changes  to  the  DRG  classifications  and 
weighting  factors. 

In  order  to  comply  with  the  statutory 
requirement  that  the  DRG  changes  be 
budget  neutral,  we  compute  a  budget 
neutrality  adjustment  factor  based  on  a 
comparison  of  estimated  aggregate 
payments  using  the  current  year’s 
relative  weights  and  factors  to  aggregate 
payments  using  the  prior  year’s  relative 
weights  and  factors.  This  budget 
neutrality  adjustment  factor  is  then 
applied  to  the  standardized  per 
discharge  payment  amounts  (that  is,  the 
Federal  rates  and  the  hospital-specific 
rates).  Cumulative  budget  neutrality 
factors,  beginning  with  the  adjustment 
factor  for  FY  1993,  apply  to  all  hospital- 
specific  rates  including  rebased 
hospital-specific  rate  amounts  derived 
from  base  years  later  than  FY  1993.  As 
discussed  in  the  FY  2001  IPPS  proposed 
rule  (55  FR  19466),  in  setting  updated 
DRG  weights,  each  year  we  normalize 
DRG  weights  by  an  adjustment  factor  in 
order  to  first  ensure  that  the  average 
case  weight  after  recalibration  is  equal 
to  the  average  case  weight  prior  to 
recalibration.  While  this  adjustment  is 
intended  to  ensure  that  recalibration 
does  not  affect  total  payments  to 
hospitals  under  section  1886(d)  of  the 
Act,  our  analysis  has  indicated  that  the 
normalization  adjustment  does  not 
usually  achieve  budget  neutrality  with 
respect  to  aggregate  payments  to 
hospitals  under  section  1886(d)  of  the 
Act.  Thus,  in  order  to  comply  with  the 
requirement  of  section  1886(d)(4)(C)(iii) 
of  the  Act  that  the  annual  DRG 
reclassification  changes  and 
recalibration  of  the  relative  weights  be 
budget  neutral,  we  also  compute  a 
budget  neutrality  adjustment  factor  that 
is  applied  to  both  the  standardized 
amounts  and  the  hospital-specific  rates. 
This  budget  neutrality  adjustment 


ensures  that  the  recalibration  process 
neither  increases  nor  decreases  total 
payments  to  hospitals.  If  we  were  to 
remove  this  budget  neutrality 
adjustment  factor  for  years  prior  to  the 
base  year,  the  normalized  DRG  weights 
applied  to  the  hospital-specific  amounts 
would  result  in  higher  aggregate 
payments  than  permitted  under  the 
statute. 

Section  1886(b)(3)(I)  of  the  Act  (as 
added  by  section  405  of  Public  Law 
106-113  (BBRA  1999)  and  further 
amended  by  section  213  of  Public  Law 
106-554  (BIPA  2000))  contains  a 
/provision  for  SCHs  to  rebase  their 
hospital-specific  rate  using  the 
hospital’s  FY  1996  cost  per  discharge 
data.  Specifically,  beginning  in  FY  2001, 
SCHs  can  also  use  their  reasonable  and 
allowable  FY  1996  operating  costs  for 
inpatient  hospital  services  as  the  basis 
for  their  hospital-specific  rate  rather 
than  only  their  FY  1982  or  FY  1987 
costs,  if  using  FY  1996  costs  would 
result  in  higher  payments.  Effective  for 
cost  reporting  periods  beginning  on  or 
after  January  1,  2009,  SCHs  will  be  paid 
based  on  their  hospital-specific  rate 
using  FY  2006  costs,  if  this  rate  yields 
higher  payments  (as  provided  for  under 
section  122  of  Public  Law  110-275 
(MIPPA  2008)).  For  the  reasons 
explained  above,  the  instructions  for 
implementing  both  the  FY  1996  and  FY 
2006  SCH  rebasing  provisions  direct  the 
fiscal  intermediary  or  MAC  to  apply 
cumulative  budget  neutrality 
adjustment  factors  to  account  for  DRG 
changes  since  FY  1 993  in  determining 
an  SCH’s  hospital-specific  rate  based  on 
either  FY  1996  or  FY  2006  cost  data. 

(The  FY  1996  SCH  rebasing  provision 
was  implemented  in  Transmittal  A-00- 
66  (Change  Request  1331)  dated 
September  18,  2000,  and  the  FY  2006 
SCH  rebasing  provision  was 
implemented  in  a  Joint  Signature 
Memorandum  (JSM/TDL-09052),  dated 
November  17,  2008.) 

As  stated  previously,  section  5003(b) 
of  Public  Law  109-171  (DRA  2005) 
allows  MDHs  to  use  the  hospital’s  FY 
2002  costs  per  discharge  (that  is,  the  FY 
2002  updated  hospital-specific  rate)  for 
discharges  occurring  on  or  after  October 
1,  2006,  if  that  results  in  a  higher 
payment.  As  we  discussed  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24183  through  24185),  to 
implement  this  provision,  CMS  issued 
Transmittal  1067  (Change  Request  5276 
dated  September  25,  2006)  with 
instructions  to  fiscal  intermediaries  to 
determine  and  update  the  FY  2002 
hospital-specific  rate  for  qualifying 
MDHs.  To  calculate  an  MDH’s  FY  2002 
hospital-specific  rate  and  update  it  to 
FY  2007,  the  instructions  directed  fiscal 
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intermediaries  to  apply  cumulative 
budget  adjustment  factors  for  FYs  2003 
through  2007.  However,  the  instructions 
did  not  include  the  cumulative  budget 
neutrality  adjustment  factor  to  account 
for  changes  in  the  DRGs  from  FYs  1993 
through  2002.  As  a  result,  effective 
beginning  in  FY  2007,  any  MDH  that 
was  paid  based  on  its  FY  2002  hospital- 
specific  rate  (calculated  in  accordance 
with  the  instructions  provided  in  » 
Transmittal  1067)  has  been  paid  based 
on  a  hospital-specific  rate  that  failed  to- 
include  a  cumulative  budget  neutrality  . 
adjustment  factor  to  account  for  DRG 
changes  from  FYs  1993  through  2002  (a 
cumulative  budget  neutrality 
adjustment  factor  of  0.982557  (or  about 
-1.74  percent)),  in  addition  to  the 
cumulative  budget  neutrality 
adjustment  factors  applied  for  FYs  2003 
through  2007  that  have  already  been 
applied  as  specified  in  the 
implementing  instructions.  As  we 
discussed  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  in  order  to 
conduct  a  meaningful  comparison 
between  payments  under  the  Federal 
rate,  which  is  adjusted  by  the 
cumulative  budget  neutrality  factor,  and 
payments  based  on  the  hospital-specific 
rate,  consistent  with  our  established 
policy  of  applying  a  cumulative  budget 
neutrality  adjustment  factor  to  account 
for  DRG  changes  since  FY  1993,  for 
discharges  beginning  on  or  after  October 
1,  2009,  we  stated  our  intention  to 
include  the  cumulative  budget 
neutrality  adjustment  factors  for  the 
DRG  changes  from  FYs  1993  through 
2002,  in  addition  to  the  cumulative 
budget  neutrality  adjustment  factors  for 
FYs  2003  forward.  The  cumulative 
budget  neutrality  adjustment  factor  of 
0.982557  is  calculated  as  the  product  of 
the  following  budget  neutrality 
adjustment  factors  to  account  for  DRG 
changes  from  FYs  1993  through  2002: 
0.999851  for  FY  1993;  0.999003  for  FY 
1994;  0.998050  for  FY  1995;  0.999306 
for  FY  1996;  0.998703  for  FY  1997; 
0.997731  for  FY  1998;  0.998978  for  FY 
1999;  0.997808  for  FY  2000;  0.997174 
for  FY  2001;  and  0.995821  for  FY  2002. 

We  considered  applying  a  factor  of 
0.982557  to  any  MDH’s  FY  2002 
hospital-specific  rate  to  account  for  the 
cumulative  budget  neutrality 
adjustment  for  DRG  changes  from  FYs 
1993  through  2002,  either  effective  for 
discharges  occurring  on  or  after  October 
1,  2006  (the  initial  effective  date  of  the 
FY  2002  rebasing)  or,  alternatively, 
effective  upon  the  issuance  of  the 
correction.  However,  consistent  with  the 
prospective  nature  of  the  rates  under  the 
IPPS,  we  are  applying  the  adjustment  on 
a  prospective  basis  only,  effective  for 


discharges  occurring  on  or  after  October 

I,  2009  (FY  2010).  This  effective  date 
would  give  affected  MDHs  sufficient 
notice  of  the  change  to  their  hospital- 
specific  rate.  We  estimate  that 
approximately  50  MDHs  will  be  affected 
by  the  application  of  the  cumulative 
budget  neutrality  adjustment  for  DRG 
changes  from  FYs  1993  through  2002. 
Based  on  the  current  cumulative  budget 
neutrality  adjustment  factor  of  0.982557 
to  account  for  DRG  changes  from  FYs 
1993  through  2002,  we  estimate  that,  in 
some  instances,  application  of  the 
cumulative  budget  neutrality 
adjustment  factor  will  lower  the 
hospital-specific  rate  to  the  point  that 
the  Federal  rate  would  result  in  higher 
payments. 

Comment:  Some  commenters  asserted 
that  the  application  of  a  cumulative 
budget  neutrality  adjustment  factor  for 
the  DRG  changes  from  FYs  1993  through 
2002  doubles  the  impact  of  this 
adjustment  on  the  hospital-specific 
rates.  The  commenters  believed  that  the 
average  case  weight  from  FYs  1993 
through  2002  increased  and  that  the 
cumulative  budget  neutrality 
adjustment  built  into  the  Federal  rates 
and  hospital-specific  rates  for  this  time 
period  offsets  this  average  case  weight 
increase.  The  commenters  believed, 
therefore,  that  this  budget  neutrality 
adjustment  is  already  being  accounted 
for  when  the  fiscal  intermediary  divides 
the  MDH’s  FY  2002  average  cost  per 
discharge  by  the  hospital’s  case  mix 
index  for  FY  2002,  because  the  case-mix 
index  reflects  the  higher  average  case 
weight  increase. 

Response:  As  described  in  section 

II. H.  of  the  preamble  of  this  final  rule, 
the  recalibrated  DRG  weights  are 
normalized  each  year  by  an  adjustment 
factor  so  that  the  national  average  case 
weight  after  DRG  recalibration  is  equal 
to  the  national  average  case  weight 
before  recalibration.  The  normalization 
process  is  designed  to  offset  any 
increase  or  decrease  in  the  national 
average  case  weight  due  to  recalibration. 
Because  the  weights  are  normalized, 
they  do  not  reflect  national  average  case 
weight  change  due  to  recalibration. 
Therefore,  the  hospital’s  case-mix  index 
for  FY  2002,  which  is  calculated  using 
DRG  weights  after  normalization,  do  not 
reflect  national  average  case  weight 
change.  We  disagree  with  commenter’s 
assertions  that  the  average  case  weight 
from  FYs  1993  through  2002  increased 
due  to  recalibration  and  that  the 
cumulative  budget  neutrality 
adjustment  built  into  the  Federal  rates 
and  hospital  specific  rates  for  this  time 
period  offsets  an  average  case  weight 
increase  due  to  recalibration.  The 
cumulative  budget  neutrality 


adjustment  is  not  already  being 
accounted  for  when  the  fiscal 
intermediary  divides  the  FY  2002 
average  cost  per  discharge  for  a  hospital 
by  the  hospital’s  case-mix  index  for  FY 
2002.. 

Comment:  One  commenter  stated  that 
even  if  a  cumulative  budget  neutrality 
factor  should  be  applied,  it  is  wrongly 
calculated,  pointing  to  a  change  made 
by  CMS,  effective  FY  2006  and  forward, 
to  no  longer  apply  the  wage  index 
budget  neutrality  adjustment  factor  to 
the  hospital-specific  rate  of  SCHs  and 
MDHs,  but  rather  only  a  DRG 
recalibration  budget  neutrality 
adjustment  factor  (70  FR  47430).  The 
budget  neutrality  adjustment  factor 
applied  to  the  hospital-specific  rate 
prior  to  FY  2006  was  a  composite  of 
both  the  budget  neutrality  adjustment  to 
account  for  redistribution  of  cases 
among  DRGs  and  the  budget  neutrality 
adjustment  to  account  for  changes  to  the 
wage  index.  The  commenter  took  issue 
that  the  cumulative  budget  neutrality 
adjustment  factor  continues  to  include 
factors  that  adjust  for  wage  index 
changes  prior  to  FY  2006,  and  stated 
that  the  adjustment  factors  prior  to  FY 
2006  that  are  included  in  the 
cumulative  budget  neutrality  factor 
should  be  only  the  DRG  recalibration 
budget  neutrality  adjustment  factors, 
consistent  with  the  change  made  for  FY 
2006  forward. 

Response:  Regarding  the  application 
of  combined  wage  index  and  DRG 
recalibration  budget  neutrality 
adjustment  factors  for  FYs  1993  through 
2005,  in  the  FY  2006  IPPS  final  rule  (70 
FR  47430),  we  stated  that  we  believe 
that  our  former  policy  of  applying  both 
a  combined  wage  and  DRG  budget 
neutrality  adjustment  factor  is  still 
valid.  Therefore,  we  do  not  believe  it  is 
necessary  or  appropriate  to  change  the 
applicable  budget  neutrality  adjustment 
factors  to  only  DRG  recalibration  budget 
neutrality  adjustment  factors  for  that 
period.  We  also  note  that  those  factors, 
the  cumulative  budget  neutrality 
adjustment  factors  for  the  hospital- 
specific  rates,  which  included  both  the 
wage  index  and  DRG  recalibration 
budget  neutrality  adjustment  factors  for 
FYs  1993  through  2005,  were 
established  as  a  result  of  a  notice-and- 
comment  rulemaking  process,  and  we 
would  not  retroactively  recalculate 
these  factors. 

Comment:  One  commenter  stated  that 
the  cumulative  budget  neutrality 
adjustment  factor  for  FYs  1993  through 
2005  is  incorrect  because  two  factors 
within  it,  the  FY  1999  and  the  FY  2003 
budget  neutrality  adjustment  factors,  are 
incorrect;  that  is,  they  are  not  those 
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presented  in  the  applicable  Federal 
Register  notice. 

Response:  Although  the  FY  1999 
budget  neutrality  adjustment  factor  was 
initially  published  in  the  FY  1999  IPPS 
final  rule,  in  the  February  25,  1999  final 
notice  (64  FR  9381),  the  budget 
neutrality  adjustment  factor  for  FY  1999 
was  subsequently  revised  to  0.998978, 
in  conjunction  with  subsequent 
revisions  to  the  wage  index,  effective 
March  1, 1999  through  September  30, 
1999.  Consistent  with  our  policy  of 
applying  DRG  budget  neutrality  in  a 
cumulative  manner,  the  revised  factor  is 
carried  permanently  in  both  the 
standardized  rate  and  the  hospital- 
specific  rates. 

Similarly,  for  FY  2003,  the  original 
budget  neutrality  adjustment  factor 
initially  published  in  the  FY  2003  IPPS 
final  rule  was  subsequently  revised.  In 
conjunction  with  the  implementation  of 
the  temporary  equalization  of  the  IPPS 
standardized  amounts  required  by 
section  402(b)  of  Public  Law  108-7,  the 
budget  neutrality  adjustment  factor  was 
again  revised  based  on  wage  index 
corrections. 

We  note  that  we  received  a  number  of 
public  comments  of  issues  that  were 
outside  of  the  scope  of  the  provisions  of 
the  proposed  rule,  and  therefore,  we  are 
not  responding  to  them  in  this  final 
rule.  These  public  comments  related  to 
the  SCH  FY  2006  hospital-specific  rate, 
the  SCH  volume  decrease  adjustment, 
and  the  application  of  DSH  payments  to 
the  hospitahspecific  rate. 

After  considering  the  public 
comments  we  received  and  our  findings 
regarding  those  comments,  we  are 
finalizing  the  policy  discussed  in  the 
proposed  rule  to  apply  a  cumulative 
budget  neutrality  adjustment  factor  to. 
MDHs’  FY  2002  hospital-specific  rates 
to  adjust  for  each  fiscal  year  from  1993 
forward,  as  is  done  for  the  Federal  rate. 

C.  Rural  Referral  Centers  (RRCs) 
(§412.96) 

Under  the  authority  of  section 
1886(d)(5)(C)(i)  of  the  Act,  the 
regulations  at  §412.96  set  forth  the 
criteria  that  a  hospital  must  meet  in 
order  to  qualify  under  the  IPPS  as  an 
RRC.  For  discharges  that  occurred 
before  October  1, 1994,  RRCs  received 
the  benefit  of  payment  based  on  the 
other  urban  standardized  amount  rather 
than  the  rural  standardized  amount  (as 
discussed  in  the  FY  1993  IPPS  final  rule 
(59  FR  45404  through  45409).  Although 
the  other  urban  and  rural  standardized 
amounts  are  the  same  for  discharges 
occurring  on  or  after  October  1. 1994, 
RRCs  continue  to  receive  special 
treatment  under  both  the  DSH  payment 


adjustment  and  the  criteria  for 
geographic  reclassification. 

Section  402  of  Public  Law  108-173 
raised  the  DSH  adjustment  for  RRCs 
such  that  they  are  not  subject  to  the  12- 
percent  cap  on  DSH  payments 
applicable  to  other  rural  hospitals.  RRCs 
are  also  not  subject  to  the  proximity 
criteria  when  applying  for  geographic 
reclassification.  In  addition,  they  do  not 
have  to  meet  the  requirement  that  a 
hospital’s  average  hourly  wage  must 
exceed,  by  a  certain  percentage,  the 
average  hourly  wage  of  the  labor  market 
area  where  the  hospital  is  located. 

Section  4202(b)  of  Public  Law  105-33 
states,  in  part,  “[a]ny  hospital  classified 
as  an  RRC  by  the  Secretary  *  *  *  for 
fiscal  year  1991  shall  be  classified  as 
such  an  RRC  for  fiscal  year  1998  and 
each  subsequent  year.”  In  the  August 
29, 1997  EPPS  final  rule  with  comment 
period  (62  FR  45999),  CMS  reinstated 
RRC  status  for  all  hospitals  that  lost  the 
status  due  to  triennial  review  or  MGCRB 
reclassification.  However,  CMS  did  not 
reinstate  the  status  of  hospitals  that  lost 
RRC  status  because  they  were  now 
urban  for  all  purposes  because  of  the 
OMB  designation  of  their  geographic 
area  as  urban.  Subsequently,  in  the 
August  1,  2000  IPPS  final  rule  (65  FR 
47089),  we  indicated  that  we  were 
revisiting  that  decision.  Specifically,  we 
stated  that  we  would  permit  hospitals 
that  previously  qualified  as  an  RRC  and 
lost  their  status  due  to  OMB 
-  redesignation  of  the  county  in  which 
they  are  located  from  rural  to  urban,  to 
be  reinstated  as  an  RRC.  Otherwise,  a 
hospital  seeking  RRC  status  must  satisfy 
all  of  the  other  applicable  criteria.  We 
use  the  definitions  of  “urban”  and 
“rural”  specified  in  Subpart  D  of  42  CFR 
part  412.  One  of  thd' criteria  under 
which  a  hospital  may  qualify  as  an  RRC 
is  to  have  275  or  more  beds  available  for 
use  (§412.96(b)(l)(ii)).  A  rural  hospital 
that  does  not  meet  the  bed  size 
requirement  can  qualify  as  an  RRC  if  the 
hospital  meets  two  mandatory 
prerequisites  (a  minimum  CMI  and  a 
minimum  number  of  discharges),  and  at 
least  one  of  three  optional  criteria 
(relating  to  specialty  composition  of 
medical  staff,  source  of  inpatients,  or 
referral  volume).  (We  refer  readers  to 
§  412.96(c)(1)  through  (c)(5)  and  the 
September  30,  1988  Federal  Register  (53 
FR  38513).)  With  respect  to  the  two 
mandatory  prerequisites,  a  hospital  may 
be  classified  as  an  RRC  if — 

•  The  hospital’s  CMI  is  at  least  equal 
to  the  lower  of  the  median  CMI  for 
urban  hospitals  in  its  census  region, 

■  excluding  hospitals  with  approved 
teaching  programs,  or  the  median  CMI 
for  all  urban  hospitals  nationally;  and 


•  The  hospital’s  number  of  discharges 
is  at  least  5,000  per  year,  or,  if  fewer,  the 
median  number  of  discharges  for  urban 
hospitals  in  the  census  region  in  which 
the  hospital  is  located.  (The  number  of 
discharges  criterion  for  an  osteopathic 
hospital  is  at  least  3,000  discharges  per 
year,  as  specified  in  section 
1886(d)(5)(C)(i)  of  the  Act.) 

1.  Case-Mix  Index  (CMI) 

Section  412.96(c)(1)  provides  that 
CMS  establish  updated  national  and 
regional  CMI  values  in  each  year’s 
annual  notice  of  prospective  payment 
rates  for  purposes  of  determining  RRC 
status.  The  methodology  we  used  to 
determine  the  national  and  regional  CMI 
values  is  set  forth  in  the  regulations  at 
§412.96(c)(lKii).  The  national  median 
CMI  value  for  FY  2010  includes  data 
from  all  urban  hospitals  nationwide, 
and  the  regional  values  for  FY  2010  are 
the  median  CMI  values  of  urban 
hospitals  within  each  census  region, 
excluding  those  hospitals  with 
approved  teaching  programs  (that  is, 
those  hospitals  that  train  residents  in  an 
approved  GME  program  as  provided  in 
§  413.75).  These  values  are  based  on 
discharges  occurring  during  FY  2008 
(October  1,  2007  through  September  30, 

2008) ,  and  include  bills  posted  to  CMS’ 
records  through  March  2009. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24185),  we 
proposed  that,  in  addition  to  meeting 
other  criteria,  if  rural  hospitals  with 
fewer  than  275  beds  are  to  qualify  for 
initial  RRC  status  for  cost  reporting 
periods  beginning  on  or  after  October  1 , 
2009,  they  must  have  a  CMI  value  for 
FY  2008  that  is  at  least — 

•  1.4667;  or 

•  The  median  CMI  value  (not 
transfer-adjusted)  for  urban  hospitals 
(excluding  hospitals  with  approved 
teaching  programs  as  identified  in 

§  413.75)  calculated  by  CMS  for  the 
census  region  in  which  the  hospital  is 
located. 

Based  on  the  latest  available  data  (FY 
2008  bills  received  through  March 

2009) ,  in  addition  to  meeting  other 
criteria,  if  rural  hospitals  with  fewer 
than  275  beds  are  to  qualify  for  initial 
RRC  status  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2009, 
they  must  have  a  CMI  value  for  FY  2008 
that  is  at  least — 

•  1.4669;  or 

•  The  median  CMI  value  (not 
transfer-adjusted)  for  urban  hospitals 
(excluding  hospitals  with  approved 
teaching  programs  as  identified  in 

§  413.75)  calculated  by  CMS  for  the 
census  region  in  which  the  hospital  is 
located. 
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The  final  median  CMI  values  by 
region  are  set  forth  in  the  following 
table: 


Region 

Case-mix 
index  value 

1 .  New  England  (CT,  ME,  MA, 
NH,  Rl,  VT)  . 

1.2612 

2.  Middle  Atlantic  (PA,  NJ,  NY) 

1.3011 

3.  South  Atlantic  (DE,  DC,  FL, 
GA,  MD,  NC,  SC,  VA,  WV)  .. 

1.4212 

4.  East  North  Central  (IL,  IN, 

Ml,  OH,  Wl)  . 

1.3994 

5.  East  South  Central  (AL,  KY, 
MS,  TN) . 

1.3311 

6.  West  North  Central  (IA,  KS, 
MN,  MO,  NE,  ND,  SD) . 

1 .4045 

7.  West  South  Central  (AR,  LA, 
OK,  TX)  . 

1.4692 

8.  Mountain  (AZ,  CO,  ID,  MT, 
NV,  NM,  UT,  WY)  . 

1.5217 

9.  Pacific  (AK,  CA,  HI,  OR, 

WA)  . 

1 .4298 

A  hospital  seeking  to  qualify  as  an 
RRC  should  obtain  its  hospital-specific 
CMI  value  (not  transfer-adjusted)  from 
its  fiscal  intermediary  or  MAC.  Data  are 
available  on  the  Provider  Statistical  and 
Reimbursement  (PS&R)  System.  In 
keeping  with  our  policy  on  discharges, 
the  CMI  values  are  computed  based  on 
all  Medicare  patient  discharges  subject 
to  the  IPPS  MS-DRG-based  payment. 

2.  Discharges 

Section  412.96(c)(2)(i)  provides  that 
CMS  set  forth  the  national  and  regional 
numbers  of  discharges  in  each  year’s 
annual  notice  of  prospective  payment  , 
rates  for  purposes  of  determining  RRC 
status.  As  specified  in  section 
1886(d)(5)(C)(ii)  of  the  Act,  the  national 
standard  is  set  at  5,000  discharges.  In 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24186)  we 
proposed  to  update  the  regional 
standards  based  on  discharges  for  urban 
hospitals’  cost  reporting  periods  that 
began  during  FY  2007  (that  is,  October 
1,  2006  through  September  30,  2007), 
which  were  the  latest  cost  report  data 
available  at  the  time  the  proposed  rule 
was  developed. 

Therefore,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule,  we 
proposed  that,  in  addition  to  meeting 
other  criteria,  a  hospital,  if  it  is  to 
qualify  for  initial  RRC  status  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009,  must  have  as  the 
number  of  discharges  for  its  cost 
reporting  period  that  began  during  FY 
2007  a  figure  that  is  at  least — 

•  5,000  (3,000  for  an  osteopathic 
hospital);  or 

•  The  median  number  of  discharges 
for  urban  hospitals  in  the  census  region 
in  which  the  hospital  is  located.  (We 
refer  readers  to  the  table  set  forth  in  the 


FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  at  74  FR  24186.) 

Based  on  the  latest  discharge  data 
available  at  this  time,  that  is,  for  cost 
reporting  periods  that  began  during  FY 
2007,  the  final  median  number  of 
discharges  for  urban  hospitals  by  census 
regfon  are  set  forth  in  the  following 
table. 


Region 

Number  of 
Discharges 

1.  New  England  (CT,  ME,  MA, 

NH,  Rl,  VT)  . 

8,347 

2.  Middle  Atlantic  (PA,  NJ,  NY) 

10,729 

3.  South  Atlantic  (DE,  DC,  FL, 

GA,  MD,  NC,  SC,  VA,  WV)  .. 

10,725 

4.  East  North  Central  (IL,  IN, 

' 

Ml,  OH,  Wl) . 

9,282 

5.  East  South  Central  (AL,  KY, 

MS,  TN)  . 

7,281 

6.  West  North  Central  (IA,  KS, 

MN,  MO,  NE,  ND,  SD) . 

8,636 

7.  West  South  Central  (AR,  LA, 

OK,  TX)  . 

7,254 

8.  Mountain  (AZ,  CO,  ID,  MT, 

NV,  NM,  UT,  WY)  . 

9,823 

9.  Pacific  (AK,  CA,  HI,  OR, 

WA)  . 

8,715 

We  note  that  the  median  number  of 
discharges  for  hospitals  in  each  census 
region  is  greater  than  the  national 
standard  of  5,000  discharges.  Therefore, 
5,000  discharges  is  the  minimum 
criterion  for  all  hospitals. 

We  reiterate  that,  if  an  osteopathic 
hospital  is  to  qualify  for  RRC  status  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2009,  the  hospital 
would  be  required  to  have  at  least  3,000 
discharges  for  its  cost  reporting  period 
that  began  during  FY  2007. 

D.  Indirect  Medical  Education  (IME) 
Adjustment  (§412.105) 

1.  Background 

Section  1886(d)(5)(B)  of  the  Act 
provides  for  an  additional  payment 
amount  under  the  IPPS  for  hospitals 
that  have  residents  in  an  approved 
graduate  medical  education-  (GME)  * 
program  in  order  to  reflect  the  higher 
indirect  patient  care  costs  of  teaching 
hospitals  relative  to  nonteaching 
hospitals.  The  regulations  regarding  the 
calculation  of  this  additional  payment, 
known  as  the  indirect  medical 
education  (IME)  adjustment,  are  located 
at  §412.105. 

Public  Law  105-33  (BBA  1987) 
established  a  limit  on  the  number  of 
allopathic  and  osteopathic  residents  that 
a  hospital  may  include  in  its  full-time 
equivalent  (FTE)  resident  count  for 
direct  GME  and  IME  payment  purposes. 
Under  section  1886(h)(4)(F)  of  the  Act, 
for  cost  reporting  periods  beginning  on 
or  after  October  1, 1997,  a  hospital’s 


unweighted  FTE  count  of  residents  for 
purposes  of  direct  GME  may  not  exceed 
the  hospital’s  unweighted  FTE  count  for 
its  most  recent  cost  reporting  period 
ending  on  or  before  December  31,  1996. 
Under  section  1886(d)(5)(B)(v)  of  the 
Act,  a  similar  limit  on  the  FTE  resident 
count  for  IME  purposes  is  effective  for 
discharges  occurring  on  or  after  October 
T,  1997.  ^ 

2.  IME  Adjustment  Factor  for  FY  2010 

The  IME  adjustment  to  the  MS-DRG 
payment  is  based  in  part  on  the 
applicable  IME  adjustment  factor.  The 
IME  adjustment  factor  is  calculated  by 
using  a  hospital’s  ratio  of  residents  to 
beds,  which  is  represented  as  r,  and  a 
formula  multiplier,  which  is 
represented  as  c,  in  the  following 
equation:  c  x  [{1  +  r}  405  - 1].  The 
formula  is  traditionally  described  in 
terms  of  a  certain  percentage  increase  in 
payment  for  every  10-percent  increase 
in  the  resident-to-bed  ratio. 

Section  502(a)  of  Public  Law  108-173 
modified  the  formula  multiplier  (c)  to  be 
used  in  the  calculation  of  the  IME 
adjustment.  Prior  to  the  enactment  of 
Public  Law  108-173,  the  formula 
multiplier  was  fixed  at  1.35  for 
discharges  occurring  during  FY  2003 
and  thereafter.  In  the  FY  2005  IPPS  final 
rule,  we  announced  the  schedule  of 
formula  multipliers  to  be  used  in  the 
calculation  of  the  IME  adjustment  and 
incorporated  the  schedule  in  our 
-regulations  at  §412.105(d)(3)(viii) 
through  (d)(3)(xii).  Section  502(a) 
modified  the  formula  multiplier 
beginning  midway  through  FY  2004  and 
provided  for  a  new  schedule  of  formula 
multipliers  for  FYs  2005  and  thereafter 
as  follows: 

•  For  discharges  occurring  on  or  after 
April  1,  2004,  and  before  October  1, 

2004,  the  formula  multiplier  is  1.47. 

•  For  discharges  occurring  during  FY 

2005,  the  formula  multiplier  is  1.42. 

•  For  discharges  occurring  during  FY 

2006,  the  formula  multiplier  is  1.37. 

•  For  discharges  occurring  during  FY 

2007,  the  formula  multiplier  is  1.32. 

•  For  discharges  occurring  during  FY 
2008  and  fiscal  years  thereafter,  the 
formula  multiplier  is  1.35. 

Accordingly,  for  discharges  occurring 
during  FY  2010,  the  formula  multiplier 
is  1.35.  We  estimate  that  application  of 
this  formula  multiplier  for  the  FY  2010 
IME  adjustment  will  result  in  an 
increase  in  IPPS  payment  of  5.5  percent 
for  every  approximately  10-percent 
increase  in  the  hospital’s  resident-to-bed 
ratio. 

We  did  not  receive  any  public  . 
comments  specifically  on  the  IME 
adjustment  factor. 
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3.  IME-Related  Changes  in  Other 
Sections  of  This  Final  Rule 

We  refer  readers  to  section  V.E.2.  and 

4.  of  the  preamble  of  this  final  rule  for 

a  discussion  of  changes  to  the  policies  * 
for  counting  beds  and  patient  days  in 
relation  to  the  calculations  for  the  IME 
adjustment  at  §  412.105(b)  and  the  DSH 
payment  adjustment  at 
§412.106(a)(l)(ii).  We  also  address  the 
public  comments  we  received  in  section 
V.E.2.  and  4.  of  this  preamble.  The 
regulations  relating  to  the  DSH  payment 
adjustment  at  §412.106(a)(l)(i)  cross- 
reference  the  IME  regulation  at 
§  412.105(b),  which  specifies  how  the 
number  of  beds  in  a  hospital  is 
determined  for  purposes  of  calculating  a 
teaching  hospital’s  IME  adjustment. 
Specifically,  as  we  proposed,  we  are 
changing  our  policies  with  respect  to 
counting  bed  days  for  patients  receiving 
observation  services. 

We  also  refer  readers  to  section  V.G.2. 
of  the  preamble  of  this  final  rule  for  a 
discussion  of  our  clarification  of  the 
definition  of  a  new  medical  residency 
training  program  for  purposes  of 
Medicare  direct  GME  payment  and  the 
public  comments  that  we  received  on 
our  proposed  clarification  and  our 
responses.  This  clarification  also  will 
apply  for  purposes  of  IME  payment  and 
could  affect  IME  FTE  resident  cap 
adjustments  for  new  medical  residency 
training  programs.  We  also  address  any 
public  comments  that  we  received  on 
this  clarification  in  section  V.G.2.  of  this 
preamble. 

E.  Payment  Adjustment  for  Medicare 
Disproportionate  Share  Hospitals 
(DSHs)  (§412.106) 

1.  Background 

Section  1886(d)(5)(F)  of  the  Act  ' 
provides  for  additional  Medicare 
payments  to  subsection  (d)  hospitals 
that  serve  a  significant  disproportionate 
number  of  low-income  patients.  The  Act 
specifies  two  methods  by  which  a 
hospital  may  qualify  for  the  Medicare 
disproportionate  share  hospital  (DSH) 
adjustment.  Under  the  first  method, 
hospitals  that  are  located  in  an  urban 
area  and  have  100  or  more  beds  may 
receive  a  Medicare  DSH  payment 
adjustment  if  the  hospital  can 
demonstrate  that,  during  its  cost 
reporting  period,  more  than  30  percent 
of  its  net  inpatient  care  revenues  are 
derived  from  State  and  local 
government  payments  for  care  furnished 
to  needy  patients  with  low  incomes. 
This  method  is  commonly  referred  to  as 
the  “Pickle  method.”  The  second 
method  for  qualifying  for  the  DSH 
adjustment,  which  is  the  most  common, 
is  based  on  a  complex  statutory  formula 


under  which  the  DSH  payment 
adjustment  is  based  on  the  hospital’s 
geographic  designation,  the  number  of 
beds  in  the  hospital,  and  the  level  of  the 
hospital’s  disproportionate  patient 
percentage  (DPP).  A  hospital’s  DPP  is 
the  sum  of  two  fractions:  The  “Medicare 
fraction”  and  the  “Medicaid  fraction.” 
The  Medicare  fraction  is  computed  by 
dividing  the  number  of  the  hospital’s 
inpatient  days  that  are  furnished  to 
patients  who  were  entitled  to  both 
Medicare  Part  A  (including  patients 
who  are  enrolled  in  a  Medicare 
Advantage  (Part  C)  plan)  and 
Supplemental  Security  Income  (SSI) 
benefits  by  the  hospital’s  total  number 
of  patient  days  furnished  to  patients 
entitled  to  benefits  under  Medicare  Part 
A  (including  patients  who  are  enrolled 
in  a  Medicare  Advantage  (Part  C)  plan). 
The  Medicaid  fraction  is  computed  by 
dividing  the  hospital’s  number  of 
inpatient  days  furnished  to  patients 
who,  for  such  days,  were  eligible  for 
Medicaid,  but  were  not  entitled  to 
benefits  under  Medicare  Part  A,  by  the 
hospital’s  total  number  of  inpatient  days 
in  the  same  period- 

Because  the  DSH  payment  adjustment 
is  part  of  the  IPPS,  the  DSH  statutory 
references  (under  section  1886(d)(5)(F) 
of  the  Act)  to  “days”  apply  only  to 
inpatient  days.  Regulations  located  at  42 
CFR  412.106  govern  the  Medicare  DSH 
payment  adjustment  and  specify  how 
the  DPP  is  calculated  as  well  as  how 
beds  and  patient  days  are  counted  in 
determining  the  Medicare  DSH  payment 
adjustment.  Under  §412.106(a)(l)(i),  the 
number  of  beds  for  the  Medicare  DSH 
payment  adjustment  is  determined  in 
accordance  with  bed  counting  rules  for 
the  IME  adjustment  under  §  412.105(b). 

In  section  V.E.4.  of  this  preamble,  we 
are  combining  our  discussion  of  changes 
to  the  policies  for  counting  beds  in 
relation  to  the  calculations  for  the  IME 
adjustment  at  §  412.105(b)  and  the  DSH 
payment  adjustment  at  §  412.106(a)(1) 
because  the  underlying  concepts  are 
similar  and  we  believe  they  should 
generally  be  interpreted  in  a  consistent 
manner  for  both  purposes.  Specifically, 
as  we  proposed,  we  are  changing  our 
Medicare  DSH  policies  with  respect  to 
counting  patient  days  and  bed  days,  as 
well  as  IME  bed  counting  policy,  for 
patients  receiving  observation  services. 

2.  Policy  Change  Relating  to  the 
Inclusion  of  Labor  and  Delivery  Patient 
Days  in  the  Medicare  DSH  Calculation 

a.  Background 

As  discussed  in  the  FY  2004  IPPS 
final  rule  (68  FR  45419  through  45420), 
prior  to  December  1991,  Medicare’s 
policy  on  counting  days  for  purposes  of 


allocating  costs  on  the  cost  report  and 
for  purposes  of  the  DSH  payment 
adjustment  for  maternity  patients  was  to 
count  an  inpatient  day  for  an  admitted  . 
maternity  patient  in  a  labor  and  delivery 
room  at  the  census-taking  hour.  This 
pre-December  1991  policy  is  consistent 
with  current  Medicare  policy  for 
counting  days  for  admitted  patients  in  - 
any  other  ancillary  department  at  the 
census-taking  hour.  However,  based  on 
decisions  in  a  number  of  Federal  Courts 
of  Appeal,  including  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Circuit,  relating  to  Medicare’s 
policy  for  allocating  costs,  the  policy 
regarding  the  counting  of  inpatient  days 
for  maternity  patients  was  revised  to 
reflect  our  existing  policy  for  purposes 
of  both  cost  allocation  and  the  DSH 
calculation. 

Under  the  existing  regulations  at 
§  412.106(a)(l)(ii)(B),  patient  days 
associated  with  beds  used  for  ancillary  . 
labor  and  delivery  are  excluded  from 
the  Medicare  DSH  calculation.  This 
policy,  in  part,  is  based  on  cost 
allocation  rules  (that  is,  rules  for 
counting  days  for  admitted  patients  in 
ancillary  and  routine  cost  centers  for 
purposes  of  allocating  costs  on  the 
Medicare  cost  report).  In  particular, 
section  2205.2  of  the  Provider 
Reimbursement  Manual  (PRM)  provides 
the  following:  “A  maternity  patient  in 
the  labor/delivery  room  ancillary  area  at 
midnight  is  included  in  the  census  of 
the  inpatient  routine  (general  or 
intensive)  care  area  only  if  the  patient 
has  occupied  an  inpatient  routine  bed  at 
some  time  since  admission.  No  days  of 
inpatient  routine  care  are  counted  for  a 
maternity  inpatient  who  is  discharged 
(or  dies)  without  ever  occupying  an 
inpatient  routine  bed.  However,  once  a 
maternity  patient  has  occupied  an 
inpatient  routine  bed,  at  each 
subsequent  census  the  patient  is 
included  in  the  census  of  the  inpatient 
routine  care  area  to  which  assigned  even 
if  the  patient  is  located  in  an  ancillary 
area  (labor/delivery  room  or  another 
ancillary  area)  at  midnight.  In  some 
cases,  a  maternity  patient  may  occupy 
an  inpatient  bed  only  on  the  day  of 
discharge,  where  the  day  of  discharge 
differs  from  the  day  of  admission.  For 
purposes  of  apportioning  the  cost  of 
inpatient  routine  care,  this  single  day  of 
routine  care  is  counted  as  the  day  of 
admission  (to  routine  care)  and 
discharge  and,  therefore,  is  counted  as 
one  day  of  inpatient  routine  care.” 

In  applying  the  rules  discussed  above, 
if,  for  example,  a  Medicaid  patient  is  in 
the  labor  room  at  the  census-taking  hour 
and  has  not  yet  occupied  a  routine 
inpatient  bed,  the  day  would  not  be 
counted  as  an  inpatient  day  in  the 
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numerator  or  the  denominator  of  the 
Medicaid  fraction  of  the  Medicare  DPP. 

If,  instead,  the  same  patient  were  in  the 
labor  room  at  the  census-taking  hour, 
but  had  first  occupied  a  routine 
inpatient  bed,  the  day  would  be  counted 
as  an  inpatient  patient  day  in  both  the 
numerator  and  the  denominator  of  the 
Medicaid  fraction  of  the  Medicare  DPP 
for  purposes  of  the  DSH  payment 
adjustment  (and  for  apportioning  the 
cost  of  routine  care  on  the  Medicare  .cost 
report). 

We  further  clarified  this  policy  in  the 
FY  2004  IPPS  final  rule  (68  FR  45419 
through  45420),  given  that  hospitals  had 
increasingly  begun  redesigning  their 
maternity  areas  from  separate  labor  and 
delivery  rooms  and  postpartum  rooms 
to  single  multipurpose  labor,  delivery, 
and  postpartum  (LDP)  rooms.  In  order  to 
appropriately  track  the  days  and  costs 
associated  with  LDP  rooms  under  our 
existing  Medicare  DSH  policy,  we  stated 
that  it  was  necessary  to  apportion  them 
between  the  labor  and  delivery  cost 
center,  which  is  an  ancillary  cost  center, 
and  the  routine  adults  and  pediatrics 
cost  center  (68  FR  45420).  This  is  done 
by  determining  the  proportion  of  a 
patient’s  stay  in  the  LDP  room  that  is 
associated  with  the  patient  receiving 
ancillary  services  (labor  and  delivery), 
as  opposed  to  routine  adult  and 
pediatric  services  (postpartum). 

Therefore,  under  the  current  policy, 
days  associated  with  labor  and  delivery 
services  furnished  to  patients  who  did 
not  occupy  a  routine  bed  prior  to 
occupying  an  ancillary  labor  and 
delivery  bed  before  the  census-taking 
hour  are  not  included  as  inpatient  days 
for  purposes  of  the  DSH  calculation. 

This  policy  is  applicable  whether  the 
hospital  maintains  separate  labor  and 
delivery  rooms  and  postpartum  rooms, 
or  whether  it  maintains  “maternity 
suites”  in  which  labor,  delivery,  and 
postpartum  services  all  occur  in  the 
same  bed.  However,  in  the  latter  case, 
patient  days  are  counted  proportionally 
based  on  the  proportion  of  (routine/ 
ancillary)  services  furnished.  (We  refer 
readers  to  the  example  provided  in  the 
FY  2004  IPPS  final  rule  (68  FR  45420)  . 
that  describes  how  routine  and  ancillary 
days  are  allocated  under  this  policy.) 

b.  Proposed  and  Final  Policy  Change 

As  we  indicated  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24188),  upon  further  examination  of 
our  existing  policy  on  counting  patient 
days,  we  no  longer  believe  that  it  is 
appropriate  to  apply  the  cost  allocation 
rules  for  purposes  of  counting  labor  and 
delivery  patient  days  in  the  Medicare 
DSH  calculation.  That  is,  we  believe 
that  even  if  a  particular  labor  and 


delivery  patient  day  is  not  included  in 
the  inpatient  routine  care  census-taking 
for  purposes  of  apportioning  routine 
costs,  it  may  still  reasonably  be 
considered  to  t>e  an  inpatient  day  for 
purposes  of  determining  the  DPP, 
provided  that  the  unit  or  ward  in  which 
the  labor  and  delivery  bed  is  located  is 
generally  providing  services  that  are 
payable  under  the  IPPS.  In  general,  we 
believe  the  costs  associated  with  labor 
and  delivery  patient  days  (regardless  of 
whether  they  are  associated  with 
patients  who  occupied  a  routine  bed 
prior  to  occupying  an  ancillary  labor 
and  delivery  bed)  are  generally  payable 
under  the  IPPS.  Therefore,  we  believe 
that  such  patient  days  should  be 
included  in  the  DPP  as  inpatient  days 
once  the  patient  has  been  admitted  to 
the  hospital  an  as  inpatient. 

Accordingly,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule,  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009,  we  proposed  to  change 
our  existing  policy  regarding  patient 
days  to  include,  in  the  DPP  calculation, 
patient  days  associated  with  maternity 
patients  who  were  admitted  as 
inpatients  and  were  receiving  ancillary 
labor  and  delivery  services  at  the  time 
the  inpatient  routine  census  is  taken, 
regardless  of  whether  the  patient 
occupied  a  routine  bed  prior  to 
occupying  a  bed  in  a  distinct  ancillary 
labor  and  delivery  room  and  regardless 
of  whether  the  patient  occupied  a 
routine  bed  prior  to  occupying  an 
ancillary  labor  and  delivery  bed  and 
regardless  of  whether  the  patient 
occupies  a  “maternity  suite”  in  which 
labor,  delivery,  recovery,  and 
postpartum  care  all  take  place  in  the 
same  room.  We  believed  that  this 
proposed  policy  would  be  consistent 
with  our  existing  policy  under  section 
2205  of  the  PRM-I  regarding  counting 
patient  days  associated  with  other 
ancillary  areas  (such  as  surgery  and  . 
postanesthesia). 

We  note  that  we  did  not  propose  to 
change  our  policy  on  patient  days  for 
labor  and  delivery  patients  who  are  not 
admitted  to  the  hospital  as  inpatients. 
For  example,  if  a  woman  presents  at  a 
hospital  for  labor  and  delivery  services, 
but  is  determined  by  medical  staff  to  be 
in  false  labor  and  is  sent  home  without 
ever  being  admitted  to  the  hospital  as  an 
inpatient,  any  days  associated  with  such 
services  furnished  by  the  hospital 
would  not  be  included  in  the  DPP  for 
purposes  of  the  Medicare  DSH 
calculation.  That  is,  because  the  patient 
would  be  considered  an  outpatient,  the 
day  (or  days)  associated  with  the 
hospital  visit  would  not  be  counted  for 
purposes  of  the  Medicare  DSH 


calculation  because  such  days  would 
not  be  considered  inpatient  days.  In 
addition,  we  indicated  that  the 
proposed  policy  would  not  affect 
existing  policies  relating  to  the 
allocation  of  costs  for  Medicare  cost 
reporting  purposes  or  for  determining 
the  number  of  available  beds  under 
§  412.105(b)(4)  or  §412.106(a)(l)(i).  In 
other  words,  our  hospital  instructions  in 
the  PRM-I  for  those  purposes  remain 
unchanged  and  unaffected  by  the 
proposed  policy. 

Comment:  Several  commenters 
supported  the  proposal.  Specifically,  the 
commenters  asserted  that  they  agreed 
with  CMS’  statement  that,  because 
inpatient  labor  and  delivery  days  are 
generally  payable  under  the  IPPS,  they 
should  be  included  in  the  DSH 
calculation.  Some  commenters 
commended  CMS  for  revisiting  its 
policy. 

Response:  We  thank  the  commenters 
for  their  support. 

Comment:  One  commenter  opposed 
the  proposal.  The  commenter  stated  that 
CMS  should  continue  to  exclude  labor 
and  delivery  patient  days  associated 
with  patients  who  did  not  occupy  a 
routine  bed  prior  to  occupying  a  labor 
and  delivery  bed.  The  commenter 
asserted  that  “historical  litigation  has 
already  resulted  in  a  conclusion  that 
labor  and  delivery  days  should  be 
excluded  from  the  cost  allocation  rules 
[and  that]  this  recognition  of  the 
different  nature  of  labor  and  delivery 
days  is  inconsistent  with  CMS’  proposal 
to  now  treat  those  days  exactly  the  same 
as  routine  days  for  all  patients  who  are 
admitted.” 

Response:  As  we  stated  in  the 
proposed  rule  (74  FR  24188),  upon 
further  examination  of  our  existing 
policy  on  counting  patient  days,  we  no 
longer  believe  that  it  is  appropriate  to 
apply  t^ie  cost  allocation  rules  for 
purposes  of  counting  labor  and  delivery 
patient  days  in  the  Medicare  DSH 
calculation.  That  is,  we  believe  that 
even  if  a  particular  labor  and  delivery 
patient  day  is  not  included  in  the 
inpatient  routine  care  census-taking  for 
purposes  of  apportioning  routine  costs, 
it  may  still  reasonably  be  considered  to 
be  an  inpatient  day  for  purposes  of 
determining  the  DPP,  provided  that  the 
unit  or  ward  in  which  the  labor  and 
delivery  bed  is  located  is  generally 
providing  services  that  are  payable 
under  the  IPPS.  We  disagree  that  the 
rules  for  patient  days  included  for 
purposes  of  cost  allocation  must  mirror 
those  included  for  purposes  of  Medicare 
DSH.  We  note  that  we  did  not  propose 
to  change  the  cost  allocation  rules  and 
that  to  the  extent  that  labor  and  delivery 
patient  days  are  excluded  for  cost 
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allocation  purposes,  that  policy  is 
unaffected  by  our  proposed  policy  for 
Medicare  DSH  purposes. 

Comment:  One  commenter  requested 
clarification  that  labor  and  delivery 
patient  days  will  be  counted  only  for 
DSH  purposes  and  not  for  other  patient 
day  allocation  purposes.  The 
commenter  asked  that  CMS  confirm  that 
a  separate  line  would  be  added  to 
Worksheet  S-3  of  the  Medicare  cost 
report  to  accommodate  the  reporting. 

Response:  As  we  indicated  in  the 
proposed  rule,  the  proposed  policy 
would  not  change  existing  underlying 
policies  relating  to  the  allocation  of 
costs  for  Medicare  cost  reporting 
purposes.  We  will  provide  cost 
reporting  instructions  (at  a  later  time)  to 
reflect  the  revised  policy. 

Comment:  Several  commenters 
requested  additional  clarification  of 
how  the  proposed  policy  would  be 
applied.  Specifically,  the  commenters 
asked  how  cost  reports  that  had 
appealed  the  exclusion  of  labor  and 
delivery  days  and  cost  reports  that  were 
either  still  open  or  “reopenable”  would 
be  treated.  Some  commenters  referenced 
a  recent  Administrator’s  decision  (“QRS 
CHW  DSH  Labor  Room  Days  Groups  vs. 
Blue  Cross  Blue  Shield  Association/ 
United  Government  Services  LLC-CA” 
signed  April  13,  2009)  that  allowed  the 
inclusion  of  patient  days  associated 
with  labor,  delivery,  and  postpartum 
beds  for  a  group  of  hospitals  located  in 
the  Ninth  Circuit  Court  of  Appeals  for 
fiscal  years  prior  to  FY  2004.  One 
commenter  asked  whether  hospitals 
located  in  the  Ninth  Circuit  would  be 
treated  differently  with  respect  to  the 
inclusion  of  labor  and  delivery  days  for 
periods  prior  to  October  1,  2009.  Other 
commenters  noted  that  there  were 
several  appeals  pending  on  the  issue  of 
the  exclusion  of  labor  and  delivery  days 
currently  pending  at  the  Provider 
Review  and  Reimbursement  Board 
(PRRB)  and  stated  that  it  would  be 
equitable  to  allow  all  hospitals  with 
open  cost  reports  and  or  appeals  on  this 
issue  to  count  all  labor  and  delivery 
inpatient  days  because  it  would  be 
CMS’  policy  to  include  the  days  going 
forward.  One  commenter  noted  that,  in 
the  FY  2004  IPPS  final  rule,  when  CMS 
provided  guidance  for  apportioning  day 
in  labor-delivery-postpartum  rooms,  the 
policy  was  applied  to  all  currently  open 
and  future  cost  reports  and  suggested 
that  the  FY  2010  proposed  policy  also 
be  applied  to  all  open  cost  reports. 

Response:  In  response  to  the 
commenters  who  asked  how  the 
proposed  policy  would  affect  previous 
cost  reporting  periods,  our  proposal  to 
include  labor  and  delivery  days  in  the 
DSH  calculation  for  cost  reporting 


periods  beginning  on  or  after  October  1 , 
2009,  is  a  change  in  policy  that 
stemmed  from  a  reevaluation  of  the 
existing  policy.  We  believe  that  both  the 
exi&iing  policy  and  the  proposed  new 
policy,  although  different,  are 
permissible  and  reasonable 
interpretations  of  the  law.  Accordingly, 
we  are  applying  the  new  policy 
prospectively  to  future  cost  reporting 
periods.  Prior  cost  reporting  periods 
would  be  covered  under  the  policies 
that  existed  in  those  corresponding 
periods.  With  regard  to  the  above- 
referenced  Administrator’s  decision,  we 
believe  it  is  beyond  the  scope  of  this 
rule,  as  the  decision  was  not  based  on 
the  underlying  labor  and  delivery  policy 
but  turned  instead  upon  the  9th 
Circuit’s  interpretation  of  the  regulation 
governing  the  counting  of  patient  days 
prior  to  2004.  Consequently,  that 
decision  addresses  only  cost  reporting 
years  prior  to  2004  for  hospitals  located 
in  the  9th  Circuit.  Therefore,  the 
Administrator’s  decision  does  not  affect 
the  proposed  policy  that  we  are 
adopting  in  this  final  rule.  In  response 
to  the  comment  regarding  hospitals  that 
filed  appeals  on  the  exclusion  of  labor 
and  delivery  patient  days,  we  note  that 
such  cases  will  continue  to  be  handled 
through  the  administrative  appeals 
process. 

In  response  to  the  commenters  who 
suggested  that  the  proposed  policy 
apply  to  all  open  cost  reports,  similar  to 
the  FY  2004  final  IPPS  policy  relating  to 
labor-delivery-postpartum  rooms  (68  FR 
45420),  we  remind  the  commenter  that 
the  FY  2004  policy  was  a  clarification 
of  existing  policy;  whereas  this  year’s 
proposed  policy  is  a  new  policy. 
Accordingly,  we  cannot  apply  a  new 
policy  to  prior  cost  reporting  periods. 

Comment:.One  commenter  noted  that 
the  proposed  policy  would  continue  to 
apply  only  to  individuals  who  were 
admitted  as  inpatients.  The  commenter 
asked  whether  a  patient  who  wps  not 
admitted  as  an  inpatient  at  the  time  she 
began  receiving  labor  and  delivery 
ancillary  services,  but  was  later 
admitted  as  an  inpatient,  would  have  all 
days  counted  for  purposes  of  the 
Medicare  DSH  adjustment  or  only  the 
days  subsequent  to  the  admission  as  an 
inpatient.  The  commenter  also  noted 
that  some  hospitals  use  the  term 
“admitted”  loosely  and  sometimes 
consider  any  patient  that  presents  to  the 
hospital  to  be  admitted  either  as  an 
inpatient  or  an  outpatient;  the 
commenter  asked  whether  CMS  could 
develop  a  specific  definition  of  when  a 
patient  is  admitted. 

Response:  Because  the  Medicare  DSH 
adjustment  is  an  add-on  payment  to  the 
IPPS  payment  rate,  only  the  days  for 


individuals  who  are  admitted  as 
inpatients  may  be  included  in  the  DSH 
calculation.  Days  prior  to  admission  as 
an  inpatient  may  not  be  included.  We 
note  that  standards  for  inpatient 
admission  already  exist,  but  that  the 
determination  to  admit  a  patient  is 
made  by  the  physician  who  signs  the 
admitting  orders.  We  do  not  believe  it 
is  necessary  to  create  a  new  standard  for 
inpatient  admissions. 

Comment:  One  commenter  stated  that 
CMS  posited  a  link  between  available 
days  for  determining  the  IME  payment 
adjustment  and  days  that  are  used  for 
calculation  the  disproportionate  patient 
percentage  for  DSH.  The  commenter 
stated  that  available  days  used  to 
calculate  IME  payment  adjustments  are 
unrelated  to  the  Medicare  statute  that 
discusses  days  for  DSH  purposes  and 
asked  that  CMS  clarify  how  days  for  the 
IME  and  DSH  calculations  are  related. 

Response:  We  note  that  the  Medicare 
DSH  proposal  relating  to  patient  days 
associated  with  labor  and  delivery 
services  specifically  referenced  patient 
days  and  that  the  IME  adjustment  was 
not  mentioned  in  the  context  of  this 
proposal.  The  IME  adjustment  was 
addressed,  however,  in  the  Medicare 
DSH  proposal  related  to  available  bed 
days  (and  patient  days)  associated  with 
observation  services.  As  we  have  noted, 
under  §412,106(a)(l)(i),  the  number  of 
beds  for  the  Medicare  DSH  payment 
adjustment  is  determined  in  accordance 
with  bed  counting  rules  for  the  IME 
adjustment  under  §  412.105(b). 
Accordingly,  we  combined  our 
discussion  of  proposed  changes  to  the 
policies  for  counting  beds  with  regard  to 
observation  services  for  both  the  IME 
and  DSH  payment  adjustments.  Both 
IME  and  DSH  adjustments  are 
additional  payments  under  the  IPPS 
system.  Therefore,  to  the  extent  that 
both  adjustments  include  available  bed 
day  counts,  we  believe  that  the  available 
bed  day  count  generally  should  be 
consistent  for  both  adjustments. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposed  policy,  without 
modification,  to  include  patient  days 
associated  with  patients  occupying 
labor  and  delivery  beds  in  the 
disproportionate  patient  percentage  of 
the  Medicare  DSH  adjustment  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009,  under 
§  412.106(a)(l)(ii). 
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3.  Policy  Change  Relating  to  Calculation 
of  Inpatient  Days  in  the  Medicaid 
Fraction  in  the  Medicare  DSH 
Calculation 

a.  Background 

As  stated  under  section  V.E.l.  of  this 
preamble,  a  hospital  can  qualify  for  the 


Medicare  DSH  payment  adjustment 
based  on  its  Medicare  DPP,  which  is 
equal  to  the  sum  of  the  percentage  of 
total  Medicare  inpatient  days 
attributable  to  patients  entitled  to  both 
Medicare  Part  A  (including  patients 
enrolled  in  Medicare  Advantage  (Part 


C))  and  SSI  and  the  percentage  of  total 
inpatient  days  attributable  to  patients 
eligible  for  Medicaid,  but  not  entitled 
for  Medicare  Part  A. 


Disproportionate  _  Medicare,  SSI  Days  Medicaid,  Non-Medicare  Days 
Patient  Percentage  (DPP)  Total  Medicare  Days  Total  Patient  Days 


Our  existing  policy  of  aggregating 
days  for  the  Medicare  fraction  of  the 
DSH  calculation  is  to  count  days  by  the 
date  of  discharge.  This  policy,  which  is 
specified  in  the  regulations  at 
§412.106(bK2)(i)(A),  applies  to  how 
days  are  counted  in  both  the  numerator 
and  denominator  of  the  Medicare 
fraction. 

Under  the  existing  Medicare  DSH 
payment  adjustment  policy,  a  hospital  is 
required  to  report  its  Medicaid  inpatient 
days  (that  is,  the  “numerator”  of  the 
Medicaid  fraction)  in  the  cost  reporting 
period  in  which  the  patient  was 
discharged.  However,  despite  our 
existing  policy  to  count  the  days  in  the 
numerator  of  the  Medicaid  fraction 
based  on  the  date  of  discharge,  we 
believe  that  there  may  have  been 
confusion  about  the  existing  policy  that 
may  have  led  hospitals  to  vary  in  the 
methodology  they  use  to  aggregate  days 
in  the  numerator  of  the  Medicaid 
fraction  for  patients  who  were  eligible 
for  Medicaid.  In  many  cases,  we  have 
found  that  hospitals  are  reporting  these 
days  to  their  fiscal  intermediary  or  MAC 
based  on  the  method  by  which  their 
respective  State  Medicaid  agencies  have 
chosen  to  collect  and  report  Medicaid- 
eligible  days  to  the  hospital.  We 
understand  that  State  Medicaid  agencies 
differ  in  how  they  collect  and  report 
Medicaid-eligible  days.  As  a  result, 
hospitals  may  be  counting  Medicaid- 
eligible  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  based  on 
one  of  several  possible  methodologies, 
rather  than  consistently  counting  days 
based  on  the  date  of  discharge,  as 
required  under  the  existing  policy.  The 
various  methodologies  being  used  by 
State  Medicaid  agencies  include  date  of 
discharge,  date  of  admission,  date  of 
Medicaid  payment,  and  dates  of  service. 
As  we  indicated  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24188  through  24189),  with  the 
exception  of  the  methodology  that 
accumulates  days  in  the  numerator  of 
the  Medicaid  fraction  by  the  date  of 
Medicaid  payment,  we  believe  that  any 
of  these  methodologies  could 


appropriately  capture  all  inpatient  days 
in  which  an  individual  was  Medicaid- 
eligible  for  a  hospital  for  the  purpose  of 
counting  days  in  the  numerator  of  the 
Medicaid  fraction  used  in  the  DPP.  We 
do  not  believe  that  the  date  of  Medicaid 
payment  is  appropriate  because  our 
policy  is  to  include  inpatient  days  for 
which  the  patient  was  eligible  for 
Medicaid,  regardless  of  whether 
Medicaid  paid  for  the  days.  Therefore, 
we  believe  that  the  date  of  Medicaid 
payment  methodology  may  not  capture 
all  of  the  days  that  a  hospital  would  be 
allowed  to  include  in  the  numerator  of 
its  Medicaid  fraction.  With  respect  to 
the  other  possible  alternatives  to 
counting  days  in  the  numerator  of  the 
Medicaid  fraction,  we  believe  that  it 
becomes  problematic  when  hospitals 
change  the  methodology  they  use  to 
count  days  in  the  numerator  of  the 
Medicaid  fraction  from  one  cost 
reporting  period  to  the  next.  Such 
changes  in  the  methodology  of  counting 
days  may  result  in  “double  counting”  of 
the  same  patient  days  in  more  than  one 
cost  reporting  period  for  a  hospital. 

b.  Proposed  and  Final  Policy  Change 

To  address  the  issue  of  hospitals , 
reporting  days  in  the  numerator  for  the 
Medicaid  fraction  of  the  DPP  in  the 
Medicare  DSH  calculation  based  on  data 
they  receive  from  their  respective  State 
Medicaid  agency  and  the  fact  that  the 
State  Medicaid  agency  may  report  such 
days  based  on  one  of  several  different 
methodologies,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24188  through  24189),  we  proposed  to 
revise  our  existing  policy  by  adding  a 
new  paragraph  (iv)  to  §  412.106(b)(4)  to 
allow  hospitals  to  report  days  in  the 
numerator  of  the  Medicaid  fraction  of 
the  DPP  based  on  one  of  three 
methodologies.  Specifically,  we 
proposed  that,  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009,  a  hospital  may  report 
Medicaid-eligible  days  in  the  numerator 
of  the  Medicaid  fraction  of  the  DPP  of 
a  cost  reporting  period  based  on  date  of 
admission,  date  of  discharge,  or  dates  of 


service.  However,  we  indicated  that 
under  the  proposed  revised  policy,  a 
hospital  would  be  required  to  notify 
CMS  (through  the  fiscal  intermediary  or 
MAC)  in  writing  if  the  hospital  chooses 
to  change  its  methodology  of  counting 
days  in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP.  We  proposed  to 
require  that  the  written  notification  be 
submitted  at  least  30  days  prior  to  the 
beginning  of  the  cost  reporting  period  to 
which  the  requested  change  would 
apply.  The  written  notification  must 
specify  the  changed  methodology  the 
hospital  wishes  to  use  and  the  cost 
reporting  period  to  which  the  requested 
change  would  apply.  We  proposed  that 
a  hospital  would  only  be  able  to  make 
such  a  change  effective  on  the  first  day 
of  the  beginning  of  a  cost  reporting 
period  and  the  change  would  have  to  be 
effective  for  the  entire  cost  reporting 
period;  that  is,  a  hospital  would  not  be 
permitted  to  change  its  methodology  in 
the  middle  of  a  cost  reporting  period. 
This  change  would  also  be  effective  for 
all  subsequent  cost  reporting  periods 
unless  the  hospital  submits  a 
subsequent  notification  to  change  its 
methodology  for  a  future  cost  repdrting 
period.  We  noted  that  we  would  expect 
that  a  hospital  would  rarely  decide  to 
change  the  methodology  it  uses  to  count 
days  in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP  and  that  such  a 
change  would  be  prompted  out  of 
necessity  (for  example,  the  State 
Medicaid  agency  changes  the 
methodology  it  uses  to  provide  patient 
Medicaid  eligibility  information  to 
hospitals).  In  addition,  we  proposed  that 
if  a  hospital  changes  its  methodology  for 
counting  days  in  the  numerator  of  the 
Medicaid  fraction,  CMS,  or  the  fiscal 
intermediary  or  MAC,  would  have  the 
authority  to  adjust  the  inpatient  days 
reported  by  the  hospital  in  a  cost 
reporting  period  to  prevent  “double 
counting”  of  days  in  the  numerator  of 
the  Medicaid  fraction  of  the  DPP  of  the 
Medicare  DSH  calculation  reported  in 
another  cost  reporting  period. 

Comment:  Several  commenters 
supported  the  proposed  change  to  allow 
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hospitals  to  choose  one  of  three 
methodologies  to  report  Medicaid- 
eligible  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP.  The 
commenters  stated  that  they  supported 
the  flexibility  that  the  proposed  change 
afforded  to  hospitals.  They  noted  that  a 
rigid  methodology  of  aggregating 
inpatient  days  is  an.  administrative 
burden  for  hospitals  if  the  methodology 
differs  from  that  used  by  the  hospital’s 
State  Medicaid  agency  to  verify 
Medicaid  eligibility.  The  commenters 
stated  that  the  proposal  could  alleviate 
the  administrative  burden  on  hospitals. 

Response:  We  thank  the  commenters 
for  their  support. 

Comment:  Several  commenters 
requested  that  CMS  confirm  that  the 
choice  of  methodology  as  addressed  by 
the  proposed  change  to 
§  412.106(b)(4)(iv)  is  determined  by  the 
hospitals  and  not  the  fiscal  Intermediary 
and/or  MAC.  One  commenter  asked  that 
CMS  modify  the  proposed  regulatory 
text  to  say  that  the  choice  of 
methodology  for  accumulating  inpatient 
days  be  “at  the  hospital’s  discretion.” 
Another  commenter  stated  that,  under 
the  existing  policy,  “there  have  been 
instances  in  which  the  hospital  has 
reported  Medicaid  inpatient  days  based 
on  discharge  but  the  FI/MAC  changed 
that  method  to  reflect  days  on  and 
admission  basis  upon  audit”  and  asked 
that  CMS  clarify  that  date  of  discharge 
be  used  for  prior  periods,  consistent 
with  existing  Medicare  policy.  The 
commenter  also  stated  that  the  choice  of 
methodology  is  “not  a  change  that  can 
be  made  by  the  FI/MAC  upon 
settlement.” 

Response:  We  reiterate  and  confirm 
that  the  proposed  policy  would  allow 
hospitals  to  report  Medicaid-eligible 
days  in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP  of  a  cost  reporting 
period  based  on  date  of  admission,  date 
of  discharge,  or  dates  of  service, 
effective  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2009. 
We  disagree  that  additional  regulatory 
language  is  needed  to  clarify  this 
provision. 

The  proposed  policy  also  provides 
CMS  and  the  fiscal  intermediary  or 
MAC  the  authority  to  adjust  the 
inpatient  days  reported  by  the  hospital 
in  a  cost  reporting  period  to  prevent 
“double  counting”  of  days  in  the 
numerator  of  the  Medicaid  fraction  of 
the  DPP  of  the  Medicare  DSH 
calculation  reported  in  another  cost 
reporting  period  if  a  hospital  changes  its 
methodology.  In  response  to  the  request 
for  clarification  that  the  choice  of 
methodology  is  to  be  made  by  the 
hospital,  not  the  fiscal  intermediary  or 
MAC,  we  reiterate  that  under  the 


proposed  policy,  the  provider  may 
choose  one  of  the  three  methodologies 
proposed.  The  fiscal  intermediary  or 
MAC  would  not  choose  a  methodology 
for  the  hospital,  but  would  have  the 
authority  to  make  an  adjustment  to 
ensure  that  no  inpatient  days  are 
counted  more  than  once  in  any  cost 
reporting  period.  This  adjustment 
would  not  affect  the  methodology 
chosen  by  the  hospital  for  that  or  any 
subsequent  cost  reporting  periods. 

In  response  to  the  commenters 
question  about  existing  Medicare  policy 
with  respect  to  aggregating  inpatient 
days  for  the  numerator  of  the  Medicaid 
fraction  of  the  DPP,  we  agree  with  the 
commenters’  statement  that  the  fiscal 
intermediary  or  MAC  should  not  revise 
cost  reports  to  reflect  any  methodology 
other  than  date  of  discharge  under  the 
existing  policy. 

Comment:  Several  commenters 
expressed  concern  that  “hospitals 
would  be  allowed  to  manipulate 
calculations  from  year  to  year”  and  that 
there  was  a  need  to  “avoid  hospitals 
'  ‘gaming’  the  system.”  These 
commenters  stressed  the  importance  of 
consistency  in  the  calculations  over 
time.  One  commenter  suggested  that 
CMS  should  not  allow  hospitals  to 
change  methodologies,  but  insist  that 
hospitals  make  a  one-time  election  of 
methodology.  Another  commenter 
recommended  that,  instead  of  allowing 
hospitals  to  choose  a  methodology,  CMS 
should  select  the  methodology  that 
hospitals  should  use  to  accumulate 
inpatient  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  of  the 
Medicare  DSH  calculation.  Another 
comment  recommended  that  CMS 
shoqld  require  hospitals  to  follow  its 
State  Medicaid  agency’s  methodology. 
The  commenter  stated  that  this  would 
be  “easier  in  terms  of  administration 
and  verification  of  days,”  particularly 
for  hospitals  that  serve  Medicaid  patient 
populations  from  multiple  States. 
Another  commenter  suggested  that  CMS 
ask  hospitals  to  submit  their  choice  of 
methodology  each  year  with  the 
rationale  for  their  choice  to  ensure  that 
the  decision  to  change  their 
methodology  is  based  on  necessity.  In 
addition,  they  asserted  that  the  onus 
should  rest  on  the  hospitals  to  ensure 
that  they  are  not  “double  counting”  or 
claiming  days  to  which  they  are  not 
entitled. 

Response:  We  agree  that  consistency 
in  the  calculations  so  that  no  “double 
counting”  of  days  occurs  from  one  cost 
reporting  period  to  the  next  is 
important.  In  light  of  public  comments 
supporting  our  proposal,  we  disagree 
that  CMS  should  select  the  methodology 
for  counting  days  in  the  numerator  of 


the  Medicaid  fraction  of  the  DPP,  or 
require  a  hospital  to  follow  its  State 
Medicaid  agency’s  methodology,  or  only 
allow  hospitals  to  make  a  one-time 
election.  We  continue  to  believe  in  the 
appropriateness  of  providing  hospitals 
with  the  flexibility  to  report  Medicaid- 
eligible  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  of  a  cost 
reporting  period  based  on  date  of 
admission,  date  of  discharge,  or  dates  of 
service,  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2009.  For  example,  if  CMS  were  to 
select  a  methodology  that  differed  from 
a  hospital’s  current  methodology  and 
there  was  no  “double  counting”  by  the 
hospital  because  it  had  been  using  one 
methodology  consistently,  this  would 
not  improve  the  accuracy  of  the  patient 
days  reported  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  but  could 
potentially  introduce  an  administrative 
burden  on  the  hospital.  Another 
example  relates  to  if  a  State  Medicaid 
agency  were  to  change  the  method  of 
verification  they  currently  use.  If  CMS 
were  to  require  a  hospital  to  make  a  one¬ 
time  election,  and  the  hospital  made  an 
election  that  was  identical  to  the  State 
Medicaid  agency’s  methodology,  and 
the  State  Medicaid  agency  changed  its 
methodology,  the  hospital  would  no 
longer  have  the  flexibility  to  accumulate 
these  days  based  on  the  State  Medicaid 
agency’s  methodology  to  ensure  the 
accuracy  of  the  Medicaid  fraction  of  the 
DPP  calculation.  We  reaffirm  that,  under 
the  proposed  policy,  hospitals  would  be 
permitted  to  change  the  methodology 
they  employ  from  one  cost  reporting 
period  to  the  next,  to  be  effective  on  the 
first  day  of  their  cost  reporting  period 
for  the  entire  period,  so  long  as  they 
notify  the  fiscal  intermediary  or  MAC  in 
writing  at  least  30  days  before  the 
beginning  of  their  cost  reporting  period 
for  which  the  change  would  take  effect. 

We  note  that  other  commenters 
supported  the  proposed  policy  in  that  it 
would  provide  hospitals  with  the 
flexibility  to  choose  one  of  three 
methodologies  to  report  Medicaid- 
eligible  days.  Allowing  hospitals  the 
flexibility  to  use  date  of  discharge,  date 
of  admission,  or  dates  of  service  but 
precluding  “double  counting”  of  days 
from  year  to  year  should  a  hospital 
choose  to  change  methodologies  will 
assure  accuracy  in  the  calculation.  This 
would  allow  hospitals  the  ability  to 
accommodate  a  State  Medicaid  agency’s 
methodology  but  not  necessarily  require 
them  to  change  their  current 
methodology.  The  burden  to  report  the 
correct  number  of  patient  days  on  its 
cost  report  remains  with  the  hospital.  In 
addition,  under  §412.106(b)(4)(iii)  of 
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the  regulations,  we  specify  that,  with 
respect  to  the  Medicaid  fraction,  “the 
hospital  has  the  burden  of  furnishing 
data  adequate  to  prove  eligibility  for 
each  Medicaid  patient  day  claimed 
under  this  paragraph,  and  of  verifying 
with  the  State  that  a  patient  was  eligible 
for  Medicaid  during  each  claimed 
patient  hospital  day.”  This 
responsibility  for  verification  exists 
without  regard  to  how  a  State  Medicaid 
agency  may  accumulate  information.  In 
other  words,  if  a  hospital  were  to  accept 
its  State  Medicaid  agency’s 
methodology,  it  would  still  be  required 
to  verify  with  the  State  the  patient’s 
eligibility  during  each  claimed  patient 
day.  Finally,  while  we  agree  that  there 
could  be  merit  to  collecting  information 
from  hospitals  regarding  their  choice  of 
methodology  and  rationale  for  such 
choice,  we  seek  to  be  reasonable  about 
the  administrative  burden  placed  on 
both  hospitals  and  the  fiscal 
intermediaries  or  MACs. 

As  we  indicated  in  the  FY  2010 JPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24188  through  24189),  we  believe 
that  date  of  discharge,  date  of 
admission,  or  date  of  service  will 
appropriately  capture  all  inpatient  days 
in  which  an  individual  was  Medicaid- 
eligible  for  a  hospital  for  the  purpose  of 
counting  days  in  the  numerator  of  the 
Medicaid  fraction  used  in  the  DPP. 
Because  we  believe  all  three 
methodologies  could  appropriately 
capture  all  relevant  days,  and  our  focus 
is  generally  only  when  “double¬ 
counting”  occurs  because  hospitals 
change  the  methodology  they  use  to 
count  days  in  the  numerator  of  the 
Medicaid  fraction  from  one  cost 
reporting  period  to  the  next,  we  do  not 
believe  that  it  is  necessary  for  hospitals 
to  submit  to  CMS  the  rationale  for  their 
change  should  they  change 
methodologies. 

We  also  agree  that  the  burden  remains 
on  the  hospital  to  ensure  that  the 
hospital  is  not  “double  counting”  days 
and  reporting  the  correct  number  of 
patient  days  on  their  cost  report.  We 
believe  that  ensuring  that  hospitals  are 
not  double  counting  days  should  they 
choose  to  change  methodologies  is 
supported  by  existing  DSH  regulations 
as  well  as  cost  reporting  requirements 
which  state  that  hospitals  must  attest  to 
the  accuracy  of  the  data  that  they  submit 
on  the  cost  report.  However,  we  reiterate 
that  the  fiscal  intermediary  or  MAC  still 
has  the  authority  to  make  any  necessary 
adjustments  to  the  number  of  days  that 
the  hospitals  submitted  on  its  cost 
report,  to  the  extent  that  such  days  were 
already  counted  in  another  cost 
reporting  period.  Because  existing 
policy  with  respect  to  accumulating 


days  in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP  requires  that  the 
days  be  accumulated  based  on  the  date 
of  discharge,  if  a  Jiospital  does  not  send 
the  fiscal  intermediary  or  MAC  a  written 
notice  at  least  30  days  prior  to  the  start 
of  its  next  cost  reporting  period,  CMS 
and  the  fiscal  intermediary  or  MAC  may 
presume  that  the  hospital  will 
accumulate  inpatient  days  in  the 
numerator  of  the  Medicaid  proxy  of  the 
Medicare  DPP  using  the  date  of 
discharge. 

Comment:  Several  commenters  asked 
for  clarification  about  when  a  hospital 
must  notify  CMS  and  what  the  hospital 
must  provide  in  that  notification.  In 
particular,  one  commenter  noted  that,  in 
a  May  6,  2009  Hospital  Open  Door 
Forum,  it  was  stated  that  hospitals 
should  provide  notification  to  CMS  if 
they  used  a  methodology  other  than 
date  of  discharge. 

Response:  We  reiterate  that  our 
proposed  policy  would  require  hospitals 
to  submit  the  written  notification  to  the 
fiscal  intermediary  or  MAC  at  least  30 
days  prior  to  the  beginning  of  the  cost 
reporting  period  in  which  the  requested 
change  would  apply.  If  a  hospital  is  not 
changing  the  methodology  that  it  uses, 
it  is  not  required  to  notify  the  fiscal 
intermediary  or  MAC.  Should  a  hospital 
choose  to  change  its  methodology,  we 
require  the  hospital  to  provide  written 
notification  that  specifies  the  new 
methodology  the  hospital  wishes  to  use 
and  the  cost  reporting  period  to  which 
the  requested  change  would  apply. 
Because  our  current  policy  is  that 
hospitals  must  report  these  days  in  the 
numerator  of  the  Medicaid  fraction  by 
date  of  discharge,  in  the  absence  of  such 
written  notification,  the  fiscal 
intermediary  or  MAC  may  determine 
that  the  hospital  is  reporting  these  days 
using  date  of  discharge  and  act 
accordingly  to  ensure  that  Medicaid  • 
patient  days  are  not  “double  counted” 
in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP  for  cost  reporting 
periods  beginning  on  or  after  October  1 , 
2009. 

Comment:  Some  commenters  asked 
that  CMS  further  clarify  the 
methodology  for  determining  total 
patient  days  in  the  denominator  of  the 
Medicaid  proxy  for  the  Medicare  DSH 
calculation. 

Response:  Our  proposal  made  no 
changes  to  the  way  in  which  CMS 
requires  hospitals  to  accumulate  total 
patient  days  for  the  denominator  of  the 
Medicaid  fraction  of  the  DPP  for  the 
Medicare  DSH  calculation. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing,  without  modififcation,  our 
proposal  to  revise  our  existing  policy  by 


adding  a  new  paragraph  (iv)  to 
§  412.106(b)(4)  to  allow  hospitals  to 
report  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  of  the 
Medicare  DSH  calculation  based  on  one 
of  three  methodologies.  Specifically,  we 
are  finalizing  our  proposal  that  a 
hospital  may  report  Medicaid-eligible 
days  in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP  of  a  cost’ reporting 
period  based  on  date  of  admission,  date 
of  discharge,  or  dates  of  service.  The 
policy  change  is  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009.  A  hospital  is  required 
to  notify  CMS  (through  the  fiscal 
intermediary  or  MAC)  in  writing  if  the 
hospital  chooses  to  change  its 
methodology  of  counting  days  in  the 
numerator  of  the  Medicaid  fraction  of 
the  DPP  of  the  Medicare  DSH 
calculation  and  must  submit  its  written 
notification  at  least  30  days  prior  to  the 
beginning  of  the  cost  reporting  period  to 
which  the  requested  change  would 
apply.  The  written  notification  must 
specify  the  changed  methodology  the 
hospital  wishes  to  use  and  the  cost 
reporting  period  to  which  the  requested 
change  would  apply.  As  of  the  effective 
date  of  this  policy,  in  the  absence  of 
such  written  notification,  we  clarify  that 
CMS,  the  fiscal  intermediary,  or  the 
MAC  will  determine  a  hospital  to  be 
using  date  of  discharge  and  act 
accordingly  to  ensure  that  Medicaid 
patient  days  are  not  ‘double  counted’  in 
the  numerator  of  the  Medicaid  fraction 
of  the  DPP  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2009.  In 
addition,  we  proposed  that  if  a  hospital 
changes  its  methodology  for  counting 
days  in  the  numerator  of  the  Medicaid 
fraction,  CMS,  or  the  fiscal  intermediary 
or  MAC,  would  have  the  authority  to 
adjust  the  inpatient  days  reported  by  the 
hospital  in  a  cost  reporting  period  to 
prevent  “double  counting”  of  days  in 
the  numerator  of  the  Medicaid  fraction 
of  the  DPP  of  the  Medicare  DSH 
calculation  reported  in  another  cost 
reporting  period.  Further,  we  are 
finalizing  our  proposed  policy  that  a 
hospital  would  only  be  permitted  to 
make  such  a  change  effective  on  the  first 
day  of  the  beginning  of  a  cost  reporting 
period  and  the  change  would  be 
effective  for  the  entire  cost  reporting 
period;  that  is,  a  hospital  would  not  be 
permitted  to  change  its  methodology  in 
the  middle  of  a  cost  reporting  period. 
This  change  would  also  be  effective  for 
all  subsequent  cost  reporting  periods 
unless  the  hospital  submits  a 
subsequent  notification  to  change  its 
methodology  for  a  future  cost  reporting 
period  following  the  procedures 
discussed  above. 
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4.  Policy  Change  Relating  to  the 
Exclusion  of  Observation  Beds  and 
Patient  Days  From  the  Medicare  DSH 
Calculation 

a.  Background 

Observation  services  are  defined  in 
the  Medicare  Benefit  Policy  Manual 
(Publication  No.  100-02,  Chapter  6, 
section  20. 6A)  as  a  “well-defined  set  of 
specific,  clinically  appropriate  services, 
which  include  ongoing  short-term 
treatment,  assessment,  and  reassessment 
before  a  decision  can  be  made  regarding 
whether  patients  will  require  further 
treatment.”  Observation  services  are 
furnished  by  a  hospital  and  include  the 
use  of  a  bed  and  periodic  monitoring  by 
a  hospital’s  nursing  or  other  staff  in 
order  to  evaluate  an  outpatient’s 
condition  and/or  to  determine  the  need 
for  a  possible  admission  to  the  hospital 
as  an  inpatient.  As  discussed  in  section 
20. 6A  of  the  Medicare  Benefit  Policy 
Manual,  when  a  physician  orders  that  a 
patient  be  placed  under  observation  care 
but  has  not  formally  admitted  him  or 
her  as  an  inpatient,  the  patient  initially 
is  treated  as  an  outpatient. 

Consequently,  the  costs  incurred  for 
patients  receiving  observation  services 
are  not  generally  recognized  under  the 
IPPS  as  part  of  the  inpatient  operating 
costs  of  the  hospital.  In  some 
circumstances,  observation  services, 
although  furnished  to  outpatients,  are 
paid  as  part  of  an  MS-DRG  under  the 
IPPS.  In  particular,  section  1886(d)  of 
the  Act  sets  forth  the  payment  system, 
based  on  prospectively  determined 
rates,  for  the  operating  costs  of  inpatient 
hospital  services,  which  are  defined 
under  section  1886(a)(4)  of  the  Act  to 
include  “the  costs  of  all  services  for 
which  payment  may  be  made  under  this 
title  that  are  provided  by  the  hospital  (or 
by  an  entity  wholly  owned  or  operated 
by  the  hospital)  to  the  patient  during  the 
3  days  immediately  preceding  the  date 
of  the  patient’s  admission  if  such 
services  are  diagnostic  services 
(including  clinical  diagnostic  laboratory 
tests)  or  are  other  services  related  to  the 
admission  (as  defined  by  the 
Secretary).”  As  further  explained  in 
section  40.3  of  Chapter  3  of  thfe 
Medicare  Claims  Processing  Manual 
(Publication  100-04),  if  a  hospital 
outpatient  receives  diagnostic 
preadmission  services  that  are  related  to 
a  patient’s  hospital  admission  such  that 
there  is  an  exact  match  between  the 
principal  diagnosis  for  both  the  hospital 
outpatient  claim  and  the  inpatient  stay, 
there  is  no  payment  for  the  diagnostic 
preadmission  services  under  the 
hospital  OPPS.  Rather,  these 
preadmission  outpatient  services  are 


rolled  into  the  particular  MS-DRG  and 
paid  under  the  IPPS. 

Our  policy  prior  to  October  1,  2003, 
as  discussed  in  the  FY  2004  IPPS  final 
rule  (68  FR  45418),  had  been  to  exclude 
all  observation  days  from  the  available 
bed  and  the  patient  day  counts.  CMS 
clarified  that  if  a  hospital  provides 
observation  services  in  beds  that  are 
generally  used  to  provide  hospital 
inpatient  services,  the  days  that  those 
beds  are  used  for  observation  services 
are  to  be  excluded  from  the  bed  day  * 
count  (even  if  the  patient  is  ultimately 
admitted  as  an  acute  inpatient). 

In  the  FY  2004  IPPS  proposed  rule  (68 
FR  27205  through  27206),  we  also 
proposed  to  amend  our  policy  with 
respect  to  observation  days  for  patients 
who  are  ultimately  admitted  for 
inpatient'acute  care.  Specifically,  we 
proposed  that  if  a  patient  is  admitted  as 
an  acute  inpatient  subsequent  to 
receiving  outpatient  observation 
services,  the  days  associated  with  the 
observation  services  would  be  included 
in  the  available  bed  and  patient  day 
counts.  We  did  not  finalize  this  policy 
until  the  FY  2005  IPPS  final  rule  (69  FR 
49096  through  49098)  when  we  revised 
our  regulations  at  §  412.105(b)(4)  and 
§412.106(a)(l)(ii)  to  specify  that 
observation  days  are  to  be  excluded 
from  the  counts  of  both  available  beds 
and  patient  days,  unless  a  patient  who 
receives  outpatient  observation  services 
is  ultimately  admitted  for  acute 
inpatient  care,  in  which  case  the  bed 
days  and  patient  days  would  be 
included  in  those  counts.  In 
implementing  this  policy,  we  revised 
Worksheet  S-3,  Part  I  of  the  Medicare 
hospital  cost  report  by  subscripting 
columns  5  and  6  to  create  columns  5.01 
and  5.02,  and  6.01  and  6.02,  to  allow  for 
separate  reporting  of  observation  days 
for  patients  who  are  subsequently 
admitted  as  inpatients  and  a  separate 
line  for  observation  days  for  patients  not 
admitted.  This  policy  change  applied  to 
all  cost  reporting  periods  beginning  on 
or  after  October  1,  2004. 

b.  Proposed  and  Final  Policy  Change 

As  we  previously  indicated,  a  patient 
who  is  receiving  observation  services  is 
a  hospital  outpatient,  and  the  costs 
associated  with  those  services  are  paid 
under  the  OPPS  in  most  circumstances. 
If,  however,  a  patient  receives 
observation  services  from  a  hospital  and 
the  outpatient  observation  care  that  he 
or  she  receives  is  related  to  the 
admission  such  that  there  is  an  exact 
match  between  the  principal  diagnosis 
for  both  the  hospital  outpatient  claim 
and  the  inpatient  stay,  a  payment  is  not 
made  to  the  hospital  under  the  OPPS,  as 
explained  in  section  40.3-C  of  Chapter 


3  of  the  Medicare  Claims  Processing 
Manual.  According  to  section  40.3-C  of 
the  Medicare  Claims  Processing  Manual, 
these  preadmission  outpatient 
diagnostic  and  nondiagnostic  services 
are  “deemed  to  be  inpatient  services, 
and  included  in  the  inpatient  payment, 
unless  there  is  no  Part  A  coverage.”  By 
this,  we  mean  that  such  preadmission 
services  are  considered  operating  costs 
of  hospital  inpatient  services  for 
payment  purposes  only,  as  described  in 
section  1886(a)(4)  of  the  Act.  That  is  to 
say,  payment  for  these  preadmission 
services,  which  can  include  services 
furnished  while  a  hospital  outpatient  is 
under  observation  who  is  later  admitted 
as  an  inpatient,  is  included  within  the 
per  case  inpatient  payment  if  the 
services  meet  the  statutory  criteria 
described  in  section  1886(a)(4)  of  the 
Act.  However,  these  services  are  still 
services  furnished  to  patients  who  are 
outpatients  of  the  hospital  at  the  time 
those  services  are  furnished.  We  note 
that  although  these  preadmission 
services  may  be  considered  operating 
costs  for  hospital  inpatient  services  for 
payment  purposes,  such  services  are  not 
furnished  to  an  inpatient  because  these 
services  are  furnished  prior  to  the 
patient  being  formally  admitted  and, 
therefore,  the  associated  day  is  not 
considered  to  be  an  inpatient  day.  Thus, 
even  if  payment  for  these  preadmission 
services  is  included  in  the  inpatient 
payment,  the  admission  date  for  the 
inpatient  stay  begins  when  the  patient  is 
formally  admitted.  Because  observation 
services  are  services  furnished  to 
outpatients  of  the  hospital,  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed' 
rule  (74  FR  24189  through  24191),  we 
proposed  that  the  patient  days  during 
which  observation  services  are 
furnished  are  not  included  in  the  DSH 
calculation,  regardless  of  whether  the 
patients  under  observation  are  later 
admitted.  We  believe  that  patient  days 
during  which  observation  services  are 
furnished,  like  the  days  during  which 
preadmission  diagnostic  and 
nondiagnostic  services  are  furnished, 
are  not  inpatient  days  and,  therefore,  we 
proposed  to  exclude  such  patient  days 
from  the  DPP  of  the  Medicare  DSH 
calculation. 

In  accordance  with  section  1812(a)  of 
the  Act,  for  a  patient  day  to  be 
considered  part  of  a  beneficiary’s  spell 
of  illness,  the  patient  must  have  had 
“inpatient  hospital  services  furnished  to 
him  during  such  spell.”  In  addition, 
section  1861(a)  of  the  Act  defines  a 
“spell  of  illness”  as  beginning  on  the 
first  day  on  which  such  “individual  is 
furnished  inpatient  hospital  services.” 
Section  1861(b)  of  the  Act  defines 
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“inpatient  hospital  services”  as 
“services  furnished  to  an  inpatient  of 
the  hospital.”  Thus,  with  respect  to  a 
spell  of  illness,  even  if  observation 
services  are  eventually  bundled  into  the 
inpatient  payment,  the  patient  is  not 
admitted  as  an  inpatient  while  he  or  she 
remains  under  observation  and  the  days 
under  observation  are  not  considered  to 
be  inpatient  days  that  count  toward  a 
beneficiary’s  spell  of  illness.  In 
addition,  with  respect  to  the  3-day 
inpatient  stay  requirement  for  patients 
to  secure  Medicare  coverage  of  SNF 
benefits,  section  20.1  of  Chapter  8  of  the 
Medicare  Benefit  Policy  Manual 
(Publication  No.  100-02)  states:  “Time 
spent  in  observation  status  or  in  the 
emergency  room  prior  to  (or  in  lieu  of) 
an  inpatient  admission  to  the  hospital 
does  not  count  toward  the  3-day 
qualifying  inpatient  hospital  stay,  as  a 
person  who  appears  at  a  hospital’s 
emergency  room  seeking  examination  or 
treatment  or  is  placed  on  observation 
has  not  been  admitted  to  the  hospital  as 
an  inpatient;  instead,  the  person 
receives  outpatient  services.  For 
purposes  of  the  SNF  benefit’s  qualifying 
hospital  stay  requirement,  inpatient 
status  commences  with  the  calendar  day 
of  hospital  admission.”  Other  Medicare 
policies  do  not  consider  observation 
days  to  be  inpatient  days  because 
observation  services  are  outpatient 
services  furnished  to  outpatients  of  the 
hospital.  While  other  Medicare  policies 
do  not  necessarily  dictate  how  we  treat 
patient  days  for  DSH  payment  purposes, 
we  believe  it  is  important  that  patient 
days  be  treated  consistently  among  the 
various  Medicare  policies.  As  we  stated 
in  the  proposed  rule,  we  believe  that 
because  observation  days  are  not 
considered  inpatient  days  for  a 
beneficiary’s  spell  of  illness  or  for 
qualifying  for  SNF  benefits,  this  policy 
provides  additional  support  for  our 
proposal  to  no  longer  include  any 
observation  day  as  an  inpatient  day  in 
the  calculation  of  the  DPP  of  the 
Medicare  DSH  calculation,  nor  should 
the  associated  observation  bed  days  be 
included  in  determining  the  number  of 
available  inpatient  beds  used  for 
purposes  of  determining  a  hospital’s 
IME  and  DSH  payment  adjustments. 

As  we  indicated  above,  the  DSH 
regulations  at  §  412.106  explain  how  the 
DPP  is  calculated.  Specifically,  the  DPP 
is  based  on  the  hospital’s  patient  days 
where  patient  days  apply  only  to 
inpatient  days.  Because  a  patient  under 
observation  in  the  hospital  is  considered 
to  be  an  outpatient  of  the  hospital  and 
receives  services  prior  to  being  admitted 
as  an  inpatient,  we  believe  that 
observation  days,  even  for  a  patient  who 


is  subsequently  admitted,  should  not  be 
considered  inpatient  days.  Accordingly, 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24190),  we 
proposed  to  revise  the  regulations  at 
§412.106(a)(l)(ii)  to  exclude  patient 
days  associated  with  beds  used  for 
outpatient  reservation  services,  even  if 
the  patient  is  later  admitted  as  an 
inpatient.  We  proposed  to  exclude  all 
observation  patient  days  from  the  DPP 
of  the  Medicare  DSH  calculation.  We 
proposed  that  this  proposed  provision 
would  be  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2009. 

For  the  same  reasons,  we  also 
proposed  to  eliminate  counting 
observation  bed  days  for  patients  who 
are  subsequently  admitted  as  inpatients 
for  purposes  of  both  the  DSH  payment 
adjustment  and  the  IME  payment 
adjustment.  The  rules  for  counting 
hospital  beds  for  the  purposes  of  the 
IME  payment  adjustment  are  codified  in 
the  IME  regulations  at  §41 2.105(b), 
which  is  cross-referenced  in 
§412.106(a)(l)(i)  for  purposes  of  the 
DSH  payment  adjustment.  We  believe  it 
is  important  to  apply  a  consistent 
definition  for  counting  bed  days  for  both 
the  IME  and  DSH  payment  adjustments. 
Therefore,  we  proposed  to  revise 
§  412.105(b)(4)  to  state  that  observation 
days  are  excluded  from  the  counts  of 
available  beds,  regardless  of  whether  or 
not  the  patient  under  observation  is 
ultimately  admitted  for  acute  inpatient 
care. 

As  we  stated  earlier,  when  we 
implemented  the  policy  to  include 
observation  days  for  admitted  patients 
for  DSH  payment  adjustment  purposes 
for  FY  2005,  we  revised  the  Medicare 
hospital  cost  report  to  include  columns 
for  hospitals  to  report  their  observation  • 
days  for  patients  admitted  as  inpatients 
and  observation  days  for  patients  not 
admitted.  Under  the  proposal  in  the 
proposed  rule,  hospitals  would  no 
longer  be  required  to  distinguish  on  the 
cost  report  between  observation  bed 
days  and  patient  days  for  patients  who 
are  ultimately  admitted  and  observation 
bed  days  and  patient  days  for  patients 
who  are  not  admitted  because  none  of 
these  bed  days  and  patient  days  would 
be  included  in  the  DSH  payment 
adjustment.  We  proposed  that,  effective 
for  cost  reporting  periods  beginning  on 
or  after  October  1,  2009,  hospitals 
would  be  required  to  report  their  total 
observation  bed  days  so  that  the  total 
observation  bed  days  can  be  deducted 
from  the  total  bed  day  count  for  IME 
and  DSH  payment  adjustment  purposes. 

In  summary,  we  proposed  to  exclude 
observation  patient  days  for  admitted 
patients  from  the  patient  day  count  in 


§412.106(a)(l)(ii)  (for  DSH)  and  the  bed 
day  count  at  §  412.105(b)  (for  IME),  as 
a  cross-reference  at  §412.106(a)(l)(i)  (for 
DSH),  because  observation  services  are 
defined  as  outpatient  services  furnished 
to  outpatients  of  the  hospital,  regardless 
of  whether  or  not  the  patient  under 
observation  is  subsequently  admitted. 

Comment:  Several  commenters 
opposed  the  proposal  to  exclude 
observation  patient  days  for  admitted 
patients  from  the  DSH  adjustment  and 
observation  bed  days  for  admitted 
patients  from  the  DSH  and  IME 
adjustment.  Some  commenters  argued 
that  because  observation  services  for 
admitted  patients  are  payable  as  part  of 
the  IPPS  bundle,  these  observation 
patient  days  are  part  of  the  IPPS 
payment  system  and  should  be  counted 
in  the  DSH  adjustment.  Some 
commenters  contended  that  “inpatient 
observation  days  are  currently  payable 
as  part  of  the  IPPS  bundle,  irrespective 
of  whether  the  observation  stay  was 
immediately  preceding  the  non¬ 
observation  patient  stay.”  Some 
commenters  also  believed  that  all 
observation  days,  regardless  of  whether 
the  observation  stay  precedes  an 
inpatient  admission,  should  be  included 
in  the  DSH  adjustment.  In  addition, 
some  commenters  disagreed  with  CMS’ 
reliance  on  other  Medicare  policies  (for 
example,  SNF  3-day  stay,  spell  of 
illness)  to  justify  excluding  observation 
days  from  the  DSH  adjustment.  Rather, 
they  asserted  that  CMS  should  rely  on 
the  inpatient  payment  rules  to 
determine  whether  days  associated  with 
observation  services  should  be  included 
in  the  DSH  adjustment. 

Another  commenter  disagreed  with 
the  proposal  to  exclude  observation 
days  and  beds  for  admitted  patient  from 
the  DSH  adjustment,  citing  that  it  goes 
against  Congressional  intent.  The 
commenter  asserted  that  when  Congress 
developed  the  Medicaid  ratio  for  DSH, 
there  was  no  distinction  of.  observation 
days.  Rather,  according  to  the 
commenter,  all  days  were  considered 
inpatient  days  although  the  services  the 
patient  received  were  what  we  now 
consider  to  be  observation  services.  The 
commenter  believed  that  the  proposal  to 
exclude  observation  days  for  admitted 
patients  from  the  DSH  adjustment  will 
discourage  the  use  of  observation 
services,  which  the  commenter  believed 
is  an  effective  and  efficient  way  to 
deliver  health  care. 

One  commenter  believed  that  the 
proposal  to  exclude  observation  days 
from  the  DSH  adjustment  was 
contradictory.  The  commenter 
contended  that  it  is  a  contradiction  that 
observation  services  furnished  prior  to 
admission  can  be  considered  as 
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inpatient  operating  costs  for  payment 
purposes,  but  the  observation  days  and 
beds  are  not  considered  an  inpatient  day 
or  available  inpatient  bed  for  the 
purposes  of  IME  or  DSH  payment 
adjustment. 

Response:  We  disagree  with  the 
commenters  that  patient  days  and  beds 
associated  with  observation  services 
should  continue  to  be  included  in  the 
Medicare  DSH  adjustment.  According  to 
the  DSH  regulations  at  §  412.106,  the 
DPP  is  based  on  the  hospital’s  inpatient 
days.  Observation  services,  as  described 
above,  are,  by  definition,  outpatient 
services.  Because  a  patient  under 
observation  in  the  hospital  is  considered 
to  be  an  outpatient  of  the  hospital  and 
can  receive  services  prior  to  being 
admitted  as  an  inpatient,  we  believe  that 
observation  days,  even  for  a  patient  who 
is  subsequently  admitted,  should  not  be 
considered  inpatient  days  and  should 
not  be  included  in  the  DPP. 

Our  policy  to  exclude  observation 
patient  days  and  observation  bed  days 
from  the  DSH  adjustment  is  not 
intended  to  discourage  the  use  of 
observation  services.  Rather,  it  is  to 
ensure  that  our  DSH  adjustments  are 
appropriately  including  only  inpatient 
days  and  inpatient  beds.  Because  DSH 
and  IME  policies  use  the  same 
methodologies  and  reference  the  same 
regulation  to  count  beds  (§  412.105(b)), 
and  because  we  are  excluding  all 
observation  beds  from  the  DSH 
adjustment,  they  would  be  excluded 
from  the  IME  adjustment.  We  do  not 
believe  that  excluding  observation  bed 
days  and  observation  patient  days  from 
the  DSH  adjustment  (and,  because  of  the 
cross-referencing  of  §  412.105(b)  under 
§412.106(a)(l)(i),  excluding  observation 
bed  days  from  the  IME  payment 
adjustment)  goes  against  Congressional 
intent.  Because  the  DSH  payment 
adjustment  is  part  of  the  IPPS,  it  is  our 
interpretation  that  under  section 
1886(d)(5)(F)  of  the  Act,  DSH  statutory 
references  of  “days”  apply  only  to 
inpatient  days.  Thus,  we  do  not  believe 
that  patient  days  associated  with 
observation  services,  defined  as 
outpatient  services,  should  be  counted 
as  an  inpatient  day  and  included  in  the 
DPP  of  the  Medicare  DSH  calculation. 
Furthermore,  we  generally  treat 
inpatient  bed  days  in  the  DSH 
adjustment  and  the  IME  adjustment 
consistently;  therefore,  because  we  are 
excluding  observation  bed  days  from  the 
DSH  adjustment,  we  are  excluding 
observation  bed  days  from  the  IME 
adjustment. 

We  also  disagree  with  the 
commenters’  assertion  that  the  proposal 
to  exclude  observation  patient  days  and 
bed  days  from  the  DSH  adjustment  has 


solely  been  based  on  the  treatment  of 
observation  days  under  other  Medicare 
payment  policies.  In  our  discussion  in 
the  proposed  rule  that  we  believed 
patient  days  associated  with  observation 
services  were  not  inpatient  days  for 
purposes  of  the  Medicare  DSH 
adjustment,  we  found  that  other 
Medicare  policies  also  did  not  treat  days 
associated  with  observation  services  as 
inpatient  days.  Specifically,  we  found 
that  a  Medicare  beneficiary’s  “spell  of 
illness”  is  defined  under  section  1812(a) 
of  the  Act  as  beginning  on  the  first  day 
on  which  such  “individual  is  furnished 
inpatient  hospital  services”  and  days 
under  observation  do  not  count  towards 
a  beneficiary’s  spell  of  illness.  In 
addition,  days  associated  with  patients 
who  are  under  observation  do  not  count 
toward  the  3-day  inpatient  stay 
requirement  for  patients  to  secure 
Medicare  coverage  of  SNF  benefits  as 
described  in  this  preamble.  We  did  not 
solely  rely  on  these  other  Medicare 
policies  to  determine  that  observation 
days  are  not  inpatient  days,  but  we 
believe  that  patient  days  should 
generally  be  treated  consistently  across 
Medicare  payment  policies  when 
possible  and  appropriate. 

Finally,  we  do  not  believe  it  is 
contradictory  that  observation  services 
can  be  bundled  in  the  IPPS  payment 
while  the  patient  days  associated  with 
observation  services  are  not  considered 
inpatient  days.  As  described  above,  the 
patient  receiving  the  observation 
services  (which  are  not  unlike  any  other 
preadmission  service)  is  receiving  an 
outpatient  service  and,  therefore,  the 
patient  is  considered  an  outpatient  of 
the  hospital.  Accordingly,  given  that  the 
patient  days  associated  with  such 
observation  services  (or  any 
preadmission  service)  are  not 
considered  inpatient  days,  we  now 
believe  that  such  days  should  not  be 
included  in  the  Medicare  DSH 
adjustment. 

Comment:  Several  commenters 
supported  the  proposal  to  exclude 
observation  patient  days  and  bed  days 
from  the  DSH  adjustment  and 
observation  bed  days  from  the  IME 
payment  adjustment.  One  commenter 
supported  the  proposal  because  the 
commenter  believed  that  patients  who 
receive  observation  services  are  hospital 
outpatients,  and  therefore  their  patient 
days  should  not  be  included  in  the  DSH 
payment  adjustment.  Other  commenters 
expressed  support  of  the  proposal 
because  it  would  simplify  reporting  for 
hospitals. 

Response:  We  thank  the  commenters 
for  their  support  of  our  proposal.  We 
agree  that  patients  receiving  observation 
services,  which  occur  prior  to  the 


patient  being  admitted  as  an  inpatient  to 
the  hospital,  are  outpatients  of  the 
hospital",  and  therefore,  we  now  believe 
that  these  patient  days  should  not  be 
considered  inpatient  days  and  included 
in  the  DSH  payment  adjustment.  We  are 
finalizing  our  policy  to  exclude  all 
observation  patient  days  and  bed  days 
from  the  DSH  adjustment  and 
observation  bed  days  from  the  IME 
adjustment  as  proposed,  without 
modification. 

Comment:  One  commenter  supported 
the  proposal  to  exclude  observation 
beds  and  patient  days  for  admitted 
patients  from  the  Medicare  DSH 
calculation  because  reporting  the  data 
was  burdensome  on  hospitals.  The 
'  commenter  recommended  that  CMS 
apply  this  policy  change  to  prior  years. 

Response:  We  thank  the  commenter 
for  its  support  of  our  proposal  to  no 
longer  include  observation  patient  days 
and  bed  days  for  admitted  patients  from 
the  DSH  payment  adjustment 
calculation.  We  cannot  apply  this  policy 
change  to  prior  years  because  we  do  not 
apply  policy  changes  retroactively.  The 
effective  date  of  the  policy  change  is  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2009. 

Comment:  One  commenter  questioned 
how  the  observation  beds  and  patient 
days  would  be  excluded  from  the  IME 
and  DSH  payment  adjustment 
calculations.  The  commenter  cited  the 
proposed  rule  in  which  we  stated:  “We 
are  proposing  that,  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009,  hospitals  would  be 
required  to  report  their  observation  bed 
days  so  that  total  observation  days  can 
be  deducted  from  the  bed  day  count  for 
IME  and  DSH  payment  adjustment 
purposes”.  The  commenter  requested 
clarification  on  this  statement  because 
patient  days  reported  on  the  cost  report 
on  Worksheet  S-3,  Lines  1-12,  Columns 
4,  5,  and  6  do  not  include  observation 
days  and  that  Medicaid  patient  days  and 
total  patient  days  used  in  the  Medicaid 
DPP  of  the  Medicare  DSH  calculation 
exclude  observation  bed  days.  In 
addition,  the  commenter  stated  that 
observation  bed  days  reported  on 
Worksheet  S-3,  Line  26  should  not  be 
included  in  the  DSH  calculation  and 
that  it  would  be  incorrect  to  deduct  total 
observation  days  from  Medicaid  patient 
days  or  total  patient  days. 

Response:  Currently,  we  include 
observation  patient  days  for  admitted 
patients  in  the  Medicare  DSH  DPP. 
Hospitals  currently  report  total  hospital 
observation  bed  patient  days, 
observation  patient  days  for  patients 
who  are  admitted,  and  observation 
patient  days  for  patients  who  are  not 
admitted  on  the  Medicare  hospital  cost 
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report.  In  addition,  hospitals  report  on 
the  Medicare  hospital  cost  report  total 
Medicaid  observation  patient  days, 
Medicaid  observation  patient  days  for 
patients  who  are  admitted,  arid 
Medicaid  observation  patient  days  for 
patients  who  are  not  admitted.  This 
information  is  reported  on  Worksheet 
S-3,  Part  I,  Line  26,  Columns  5,  5.01, 
5.02,  6,  6.01  and  6.02.  Currently,  we  add 
Medicaid  observation  patient  days  for 
admitted  patients  to  the  numerator  of 
the  Medicaid  fraction  of  the  DPP,  and 
we  add  total  observation  patient  days 
for  admitted  patients  to  the  denominator 
of  the  Medicaid  fraction  of  the  DPP.  The 
commenter  is  correct  that  observation 
patient  days  for  admitted  patients 
would  not  be  deducted  from  the 
numerator  or  denominator  of  the 
Medicaid  fraction;  rather,  we  would  no 
longer  include  observation  patient  days 
for  admitted  patients  in  the  patient  day 
counts  in  the  DPP  of  the  Medicare  DSH 
calculation  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2009. 

However,  to  determine  available  bed 
days  for  DSH  and  IME  purposes, 
observation  bed  days  would  need  to  be 
deducted  from  total  available  bed  days. 
Currently,  total  bed  days  available 
(reported  on  Worksheet  S-3,  Part  I,  Line 
12,  Column  2)  include  all  observation 
bed  days  (for  both  admitted  and 
nonadmitted  patients).  Under  the 
current  policy  where  we  include 
observation  bed  days  for  admitted 
patients,  we  deduct  observation  bed 
days  for  patients  not  admitted  from  the 
total  available  bed  day  count.  However, 
effective  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2009,  to 
ensure  that  we  no  longer  include  any 
observation  bed  days  in  the  bed  day 
count  for  IME  and  DSH  purposes,  we 
would  deduct  all  observation  bed  days 
(reported  on  Worksheet  S-3,  Part  I,  Line 
26,  Column  6)  from  the  total  bed  days 
available  (reported  on  Worksheet  S-3, 
Part  I,  Line  12,  Column  2). 

Finally,  the  cost  report  will  be 
changed  to  accommodate  this  policy 
change  once  this  final  rule  is  published. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  exclude  observation 
patient  days  for  admitted  patients  from 
the  patient  day  count  at 
§412.106(a)(l)(ii)  (for  DSH)  and  the  bed 
day  count  at  §412. 105(b)  (for  IME),  as 
cross-referenced  at  §412.106(a)(l)(i)  (for 
DSH).  The  policy  change  is  effective  for 
cost  reporting  periods  beginning  on  or 
after  October  1,  2009. 


5.  Public  Comments  That  Are  Out  of  the 
Scope  of  the  Proposed  Rule 

We  received  a  number  of  public 
comments  on  DSH-related  issues 
regarding  appeals  or  pending  litigation 
on  the  Medicare  fraction  and  the 
inclusion  of  Medicare  managed  care 
patient  days  in  the  Medicare  DSH 
calculation,  for  which  we  did  not 
include  any  proposed  changes  in  the 
proposed  rule.  We  are  not  summarizing 
these  comments  in  detail  nor  providing 
responses  to  the  comments  because  we 
consider  them  to  be  out  of  the  scope  of 
the  provisions  of  the  proposed  rule. 

F.  Technical  Correction  to  Regulations 
on  Payments  for  Anesthesia  Services 
Furnished  by  Hospital  or  CAH 
Employed  Nonphysician  Anesthetists  or 
Obtained  Under  Arrangements 
(§412.113) 

Section  412.113(c)  of  the  regulations 
contains  our  rules  governing  payments 
for  anesthesia  services  furnished  by  a 
hospital  or  CAH  by  qualified 
nonphysician  anesthetists  employed  by 
the  hospital  or  CAH  or  obtained  under 
arrangements.  We  have  discovered  that, 
under  paragraph  (c)(2)(i)(B)  of  §412.113, 
there  is  an  incorrect  cross-reference  to 
“§  410.66”  for  the  definition  of  a 
qualified  nonphysician  anesthetist.  The 
correct  cross-reference  for  the  definition 
of  a  qualified  nonphysician  anesthetist 
is  “§  410.69”.  As  we  proposed  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24191),  we  Eire  correcting  the 
cross-reference  in  §412.113(c)(2)(i)lB)  to 
refer  to  “§  410.69”.  We  did  not  receive 
any  public  comments  on  this  proposal. 

G.  Payments  for  Direct  Graduate 
Medical  Education  (GME)  (§§  413.75 
and  413.79) 

1.  Background 

Under  section  1886(a)(4)  of  the  Act, 
costs  of  approved  educational  activities 
are  excluded  from  the  operating  costs  of 
hospital  inpatient  services.  Section 
1886(h)  of  the  Act,  as  implemented  in 
regulations  at  §413.75  through  §413.83, 
establishes  a  methodology  for 
determining  payments  to  hospitals  for 
the  direct  costs  of  approved  GME 
programs.  Section  1886(h)(2)  of  the  Act 
sets  forth  a  methodology  for  the 
determination  of  a  hospital-specific, 
base-period  per  resident  amount  (PRA) 
that  is  calculated  by  dividing  a 
hospital’s  allowable  direct  costs  of  GME 
for  a  base  period  by  its  number  of 
residents  in  the  base  period.  The  base 
period  is,  for  most  hospitals,  the 
hospital’s  cost  reporting  period 
beginning  in  FY  1984  (that  is,  the  period 
of  October  1, 1983,  through  September 
30, 1984).  Medicare  direct  GME 


payments  are  calculated  by  multiplying 
the  PRA  times  the  weighted  number  of 
full-time  equivalent  (FTE)  residents 
working  in  all  areas  of  the  hospital 
complex  (and  nonhospital  sites,  when 
applicable),  and  the  hospital’s  Medicare 
share  of  total  inpatient  days.  The  base 
year  PRA  is  updated  annually  for 
inflation. 

Section  1886(h)(4)(F)  of  the  Act 
established  a  limit  on  the  number  of 
allopathic  and  osteopathic  FTE 
residents  that  a  hospital  may  include  in 
its  FTE  resident  count  for  purposes  of 
calculating  direct  GME  payments.  For 
most  hospitals,  the  limit,  or  cap,  is  the 
unweighted  number  of  allopathic  and 
osteopathic  FTE  residents  training  in 
the  hospital’s  most  recent  cost  reporting 
period  ending  on  or  before  December 
31,1996. 

2.  Clarification  of  Definition  of  New 
Medical  Residency  Training  Program 

For  purposes  of  determining  direct 
GME  and  IME  payments,  the  Medicare 
statute  establishes  a  cap  on  the  number 
of  allopathic  and  osteopathic  FTE 
residents  a  hospital  may  count,  which, 
for  most  hospitals,  is  based  on  the 
number  of  allopathic  and  osteopathic 
FTE  residents  die  hospital  was  training 
in  its  most  recent  cost  reporting  period 
ending  on  or  before  December  31, 1996. 
Section  1886(h)(4)(H)(i)  of  the  Act 
requires  the  Secretary  to  prescribe  rules 
for  the  application  of  the  FTE  resident 
cap  in  the  case  of  medical  residency 
programs  that  are  established  on  or  after 
January  1,  1995.  This  provision  is 
applicable  for  purposes  of  the  IME 
adjustment  under  the  IPPS  through 
section  188&(d)(5)(B)(viii)  of  the  Act. 

The  provision  specifies  that  such  rules 
must  be  consistent  with  the  principles 
of  the  statutory  provisions  regarding  the 
establishment  of  the  FTE  resident  caps 
and  regarding  application  of  a  3-year 
rolling  average  count  of  FTE  residents. 
The  statute  also  requires  the  Secretary  to 
give  special  consideration  in  such  rules 
to  facilities  that  meet  the  needs  of 
underserved  rural  areas.  Accordingly, 
we  issued  regulations  to  permit 
adjustments  to  the  FTE  resident  caps, 
under  certain  circumstances,  for 
hospitals  that  establish  new  medical 
residency  training  programs  on  or  after 
January  1, 1995.  Section  413.79(e)(1)  of 
the  regulations  state  that  if  a  hospital 
had  no  allopathic  or  osteopathic 
residents  in  the  base  year,  the  hospital 
may  receive  an  adjustment  to  its  FTE 
resident  cap  (which  otherwise  would  be 
zero)  if  it  establishes  one  or  more  new 
medical  residency  training  programs, 
but  only  for  new  programs  established 
within  3  academic  years  after  residents 
begin  training  in  the  first  new  program. 
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(Rural  hospitals  may  receive  FTE  cap 
adjustments  for  newly  established 
programs  at  any  time  under  the 
regulations  at  §413.79(e)(l)(iii)).  Under  • 
§  413.79(e)(2),  hospitals  that  had 
allopathic  or  osteopathic  residents  in 
the  base  year  were  permitted  to  receive 
an  adjustment  for  new  programs,  but 
only  if  the  new  programs  were 
established  on  or  after  January  1, 1995, 
and  before  August  5, 1997.  Section 
413.79(1)  defines  a  new  medical 
residency  training  program  as  “a 
medical  residency  that  receives  initial 
accreditation  by  the  appropriate 
accrediting  body  or  begins  training 
residents  on  or  after  January  1, 1995.” 
These  regulations  concerning  cap 
adjustments  for  newly  established 
medical  residency  training  programs 
also  apply  for  IME  purposes  as  stated  at 
§  412.105(f)(l)(vii). 

As  we  discussed  in  the  FY  2010 
IPPS/RY  2010  LTCH  PP-S  proposed  rule 
(74  FR  24191),  it  has  come  to  our 
attention  that  there  has  been  some 
misinterpretation  or  misunderstanding 
of  these  regulations  among  some 
hospitals  and  Medicare  contractors 
despite  previous  discussions  of  the 
topic  in  the  Federal  Register.  . 
Specifically,  some  hospitals  or 
contractors  took  the  regulations  to  mean 
that,  as  long  as  the  relevant  accrediting 
body  (either  the  Accreditation  Council 
on  Graduate  Medical  Education 
(ACGME)  for  allopathic  programs  or  the 
American  Osteopathic  Association 
(AOA)  for  osteopathic  programs)  grants 
an  “initial”  accreditation  or  reaccredits 
a  program  as  “new,”  the  hospital  may 
receive  an  FTE  cap  adjustment  for  that 
program,  regardless  of  whether  that 
program  may  have  been  accredited 
previously  at  another  hospital.  In  other 
words,  some  hospitals  and  contractors 
appear  to  have  read  our  regulations  to 
mean  that  the  Secretary  would  defer,  in 
all  circumstances,  to  the  relevant 
accrediting  body’s  identification  of  a 
particular  accreditation  as  a  “new”  or 
“initial”  accreditation  of  a  medical 
residency  training  program. 

In  the  FY  1998  IPPS  final  rule  that 
established  §413.79(1)  of  the 
regulations,  we  discussed  both  the 
meaning  of  this  regulation  and  the 
rationale  for  establishing  it: 

“For  purposes  of  this  provision,  a 
‘program’  will  be  considered  newly 
established  if  it  is  accredited  for  the  first 
time,  including  provisional 
accreditation  on  or  after  January  1, 1995, 
by  the  accrediting  body.  Although  the 
Secretary  of  the  Department  of  Health 
and  Human  Services  has  broad 
authority  to  prescribe  rules  for  counting 
residents  in  new  programs,  the 
Conference  Report  for  Public  Law  1  OS- 


33  [House  Conference  Report  No.  105- 
217,  pp.  821-822]  indicates  concern  that 
the  aggregate  number  of  FTE  residents 
should  not  increase  over  current  levels.” 
(62  FR  46006) 

Similarly,  in  the  FY  2000  IPPS  final 
rule  (64  FR  41519),  we  responded  to  a  • 
public  comment  suggesting  that  CMS 
include  within  the  definition  of  “new 
residency  program”  a  residency 
program  that  may  have  been  in 
existence  at  other  clinical  sites  in  the 
past.  We  replied  that  “the  language 
‘begins  training  residents  on  or  after 
January  1, 1995’  [in  the  regulation  at 
§413.79(1)]  means  that  the  program  may 
have  been  accredited  by  the  appropriate 
accrediting  body  prior  to  January  1 , 

1995,  but  did  not  begin  training  in  the 
program  until  on  or  after  January  1, 

1995.  The  language  does  not  mean  that 
it  is  the  first  time  a  particular  hospital 
began  training  residents  in  a  program  on 
or  after  January  1, 1995,  but  that 
program  was  in  existence  at  another 
hospital  prior  to  January  1,  1995,  as  the 
commenter  suggests.  ”  (Emphasis 
added.) 

Accordingly,  as  we  have  suggested  in 
discussions  iu  our  previous  rules,  rather 
than  relying  solely  on  the  accrediting 
body’s  characterization  of  whether  a 
program  is  new,  we  continue  to  believe 
it  is  appropriate  th?t  CMS  require  a 
hospital  to  evaluate  whether  a  particular 
program  is  a  newly  established  one  for 
Medicare  GME  purposes  by  considering 
whether  a  program  was  initially 
accredited  “for  the  first  time,”  and  is 
not  a  program  that  existed  previously  at 
another  hospital.  In  evaluating  whether 
a  program  is  truly  new,  as  opposed  to 
an  existing  program  that  is  relocated  to 
a  new  site,  it  is  important  to  consider 
not  only  the  characterization  by  the 
accrediting  body,  but  also  supporting 
factors  such  as  (but  not  limited  to) 
whether  there  are  new  program 
directors,  new  teaching  staff,  and 
whether  there  are  only  new  residents 
training  in  the  program(s)  at  the 
different  site.  In  determining  whether  a 
particular  program  is  a  newly 
established  one,  it  may  also  be 
necessary  to  consider  factors  such  as  the 
relationship  between  hospitals  (for 
example,  common  ownership  or  a 
shared  medical  school  or  teaching 
relationship)  and  the  degree  to  which 
the  hospital  with  the  original  program 
continues  to  operate  its  own  program  in 
the  same  specialty.  (Although  this 
discussion  of  new  programs  is  framed  in 
the  context  of  a  hospital  operating  a 
program,  we  note  that  many  programs 
are  operated  or  sponsored  by  schools  of 
medicine  or  other  nonhospital  entities. 
This  section  is  intended  to  address  all 
GME  programs  that  were  previously 


accredited  at  one  operating  entity,  and 
that  entity  ceases  to  operate  the 
program,  but  the  program  is  then 
opened  and  operated  at  another  entity, 
even  if  it  is  accredited  as  a  new  program 
at  the  second  entity.  Such  a  program 
may  not  be  treated  as  new  at  the  second 
entity.)  In  any  case,  we  believe  it  is 
appropriate  to  be  deliberate  in  the 
determinations  regarding  FTE  resident 
cap  adjustments  relating  to  residents  in 
new  programs.  The  statute  clearly 
requires  that  our  rules  regarding 
adjustments  to  hospitals’  FTE  resident 
caps  for  newly  established  programs 
must  adhere  to  the  principles  of  the 
statutory  provision  limiting  the  count  of 
FTE  residents  for  direct  GME  and  IME 
payments  to  the  count  for  the  most 
recent  cost  reporting  period  ending  on 
or  before  December  31, 1996.  In 
addition,  as  we  indicated  in  our  final 
rule  establishing  FTE  cap  adjustments 
for  “new  programs,”  the  Conference 
Report  for  the  BBA  explicitly  indicates 
that  the  aggregate  number  of  FTE 
residents  should  be  held  to  the 
“current”  levels  at  the  time  the  BBA 
was  enacted  (House  Conference  Report 
No.  105-217,  pp.  821-822). 

If  we  were  to  find  that  a  program  at 
one  hospital  is  a  newly  established 
program  merely  because  it  was  relocated 
from  another  hospital,  the  result  would 
be  that  an  FTE  resident  cap  adjustment 
would  be  granted  based  on  the  same 
program  at  two  different  hospitals. 
Furthermore,  if  both  hospitals  continue 
to  operate,  the  FTE  resident  cap  slots 
that  were  vacated  from  the  program  at 
the  first  hospital  could  potentially  be 
filled  with  residents  from  that  hospital’s 
other  residency  training  programs.  We 
do  not  believe  such  an  increase  in  the 
aggregate  number  of  FTE  residents  and 
the  potential  duplication  of  the  FTE 
resident  cap  adjustment  would  be 
consistent  with  the  statutory  mandate  to 
adhere  to  the  principles  of  the  base-year 
FTE  resident  caps  when  devising  rules 
to  account  for  newly  established 
medical  residency  training  programs. 
Therefore,  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24192), 
we  proposed  to  clarify  our  policy  that  a 
new  medical  residency  program  is  one 
that  receives  initial  accreditation  for  the 
first  time,  as  opposed  to  reaccreditation 
of  a  program  that  existed  previously  at 
the  same  or  another  hospital. 
Furthermore,  we  indicated  that  we 
believe  it  is  appropriate  and  necessary 
that  CMS  expect  a  hospital  that  wishes 
to  claim  an  adjustment  to  its  direct  GME 
and  IME  FTE  caps  based  on  residents 
training  in  a  medical  residency  program 
to  first  evaluate  whether  the  program  is 
“new”  for  Medicare  purposes,  rather 
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than  to  rely  exclusively  on  the 
characterization  of  a  particular  program 
by  the  relevant  accrediting  body. 

Comment:  Several  commenters  were 
hospitals  that  have  been  notified  by 
CMS,  through  their  fiscal 
intermediaries,  that  their  residency 
training  programs  were  not  new  and, 
therefore,  the  hospitals’  FTE  resident 
caps  should  not  have  been  adjusted 
under  §  413.79(e)(1).  These  programs 
were  continuations  of  residency 
programs  that  existed  at  other  hospitals. 
One  commenter  maintained  that  its 
program  is  separate  and  distinct  from 
the  program  that  existed  and  closed  at 
the  other  hospital.  The  commenter  had 
provided  CMS  with  evidence  to  support 
its  belief.  Another  commenter  had 
already  taken  steps  to  address  the 
problem  posed  by  its  continuation  of 
existing  programs  by  creating  a 
consortium  model  for  new7  residency 
programs  that  differs  greatly  from  the 
original  models.  The  commenters  also 
stated  that  funding  from  Medicare  is 
vital  to  the  success  of  the  programs  and 
is  necessary  for  combating  the  shortage 
of  primary  care  physicians.  They  urged 
CMS  to  reverse  its  initial  position  and 
retroactively  restore  the  hospital’s  direct 
GME  and  IME  payments. 

Response:  If  the  hospitals  disagree 
with  our  decision,  they  may  appeal 
these  determinations  through  the 
administrative  appeals  process.  Rather 
than  discuss  the  specifics  of  these 
determinations  in  this  response,  we  will 
address  the  commenters’  concerns  in 
general,  in  the  context  of  the  policy 
clarification.  In  determining  whether  a 
particular  residency  training  program  is 
new,  the  relevant  fiscal  intermediary/ 
MAC  and  CMS  review  the 
characteristics  of  the  residency  program 
in  question,  considering  all  of  the 
relevant  criteria  discussed  earlier  to 
determine  whether  there  has  been  a 
transfer  of  a  previously  existing  program 
to  another  hospital.  Where  we  find  that 
the  facts  point  to  the  conclusion  that  a 
program  is  not  a  new  program,  we 
determine  that  the  hospital  does  not 
qualify  for  the  FTE  cap  increase  for  new7 
medical  residency  programs.  We 
understand  that  in  some  cases  external 
factors  unrelated  to  the  medical  school 
or  hospital  may  contribute  to  this 
transfer  of  a  program  to  another 
hospital,  and  we  are  also  very  aware  of 
the  fact  that  hospitals  rely  on  Medicare 
funding  for  residency  programs. 
However,  as  discussed  above,  we  wish 
to  ensure  that  FTE  cap  increases  for  new 
programs  are  only  awarded  to  programs 
that  are  truly  new. 

Comment:  Some  commenters  asked 
about  the  proper  course  of  action  for  a 
provider  to  follow  if  it  has  received 


payment  relating  to  residents  in  a  “new 
program,”  even  though  those  residents 
would  not  be  considered  to  be  training 
in  new  programs  based  on  factors 
detailed  in  the  proposed  rule,  and  the 
cost  reports  are  within  the  3-year 
reopening  period,  the  issue  is  under 
appeal,  or  the  cost  report  is  currently 
being  reopened. 

Response:  If  a  fiscal  intermediary  or 
MAC  identifies  a  teaching  hospital  that 
has  received  IME  and  direct  GME 
payments  relating  to  residents  in  a 
program  that  is  treated  as  new,  but  the 
program  is,  in  fact,  a  transfer  of  an 
existing  program  in  accordance  with  the 
factors  outlined  in  this  final  rule,  the 
fiscal  intermediary  or  MAC  may  reopen 
cost  reports  that  are  still  within  the  3- 
year  reopening  period  and  recover 
overpayments  accordingly.  If  the  issue 
is  already  under  appeal,  the  appeal  may 
proceed  according  to  normal 
procedures. 

Comment:  Several  commenters  stated 
that  CMS’  proposed  clarification  of  the 
definition  of  a  new  residency  program 
is,  in  fact,  not  a  clarification,  but  a 
“major  change  to  longstanding  agency 
policy.”  The  commenters  expressed 
concern  that  CMS  is  retroactively 
imposing  its  new  interpretation  of 
“supporting  factors,”  which  was  never 
previously  published  in  agency 
guidance,  to  deny  hospitals  an 
adjustment  to  their  FTE  resident  caps 
for  new  programs  when  they  followed 
the  existing  regulations  in  good  faith. 
The  commenters  asserted  that  residency 
programs  will  no  longer  be  able  to 
qualify  as  new  based  on  what  the 
commenters  argued  is  the  literal,  simple 
meaning  of  the  regulatory  phrase  (that 
is,  “initial  accreditation  by  the 
appropriate  accrediting  body”)  but, 
instead,  they  will  have  to  meet  “new 
and  ambiguous  criteria  in  the  form  of 
‘supporting  factors.’  ”  The  commenters 
argued  that  the  new  policy  will  result  in 
more  confusion  because  the  “supporting 
factprs”  will  lead  to  subjective 
determinations,  particularly  if  a 
hospital’s  program  meets  some,  but  not 
all,  of  the  factors.  Several  commenters 
urged  CMS  to  withdraw  the  “confusing, 
arbitrary,  retrospective  ‘clarification’  ” 
regarding  what  constitutes  a  new 
residency  program,  and  instead 
establish  a  prospective,  definitive 
process  that  is  consistent  with  the 
prospective  payment  system  under 
which  hospitals  should  know  up  front 
what  qualifies  as  a  “new”  program  for 
purposes  of  direct  GME  and  IME 
payments. 

Commenters  also  remarked  that  there 
is  no  legal  authority  for  the  proposal  in 
relevant  statutes  and  legislative  history, 
and  that  no  change  in  law  or  regulation 


has  prompted  these  clarifications.  The 
commenters  stated  that  the  proposal  is 
inconsistent  with  regulations  at 
§  413.79(e)  and  (1),  and  that  the  changes 
are  self-serving  and  “intended  to 
support  CMS’s  position  in  currently 
pending  litigation.”  Another  commenter 
expressed  concern  that  CMS  is  shifting 
the  responsibility  for  determining  what 
constitutes  a  new  program  to  a  hospital 
without  giving  the  hospital  a  way  to 
receive  formal  approval  before  the 
hospital  begins  to  operate  the  program 
and  potentially  is  subject  to 
disallowances  or  overpayments.  The 
commenter  believed  the  current  practice 
of  allowing  the  accrediting  body  to 
make  a  formal  determination 
beforehand  is  appropriate,  but  if  CMS 
chooses  to  finalize  this  “new”  policy, 
the  commenter  recommended  that  CMS 
establish  a  more  definitive  process  that 
allows  prior  approvals  to  minimize 
uncertainty  among  hospitals. 

Response:  We  disagree  with  the 
commenters.  that  the  policy  discussed  in 
the  proposed  rule  is  not  a  clarification 
but  instead  is  a  “major”  policy  change. 

A  significant  principle  that  we  must 
consider  in  implementing  a  policy  on 
what  constitutes  a  new  medical 
residency  program  for  purposes  of 
establishing  new  FTE  resident  caps  is 
that  the  aggregate  number  of  FTE 
residents  should  not  increase 
unnecessarily  over  the  numbers  of 
residents  being  trained  at  the  time  the 
BBA  was  passed.  To  that  end,  it  is 
important  to  ensure  that  FTE  cap 
adjustments  are  not  made  for  programs 
that  are  not  actually  new,  that  is, 
programs  that  have  existed  previously  at 
another  hospital.  As  discussed  above, 
we  articulated  this  point  in  the  Federal 
Register  at  least  as  early  as  the  FY  2000 
IPPS  final  rule  (64  FR  41519). 

Further,  while  we  acknowledge  that  it 
would  be  simple  to  rely  solely  on  the 
accrediting  body’s  determination  as  to 
whether  a  program  is  “new,”  as  we  have 
explained  above,  we  also  recognize  that 
.  the  accrediting  body  may  have  very 
different  reasons  from  CMS  for 
designating  a  program  as  “new.”  We 
continue  to  believe  it  is  appropriate  to 
look  at  factors  in  addition  to  the 
accrediting  body’s  characterization  of  its 
accreditation  to  determine  whether  a 
particular  program  constitutes  a  new 
program.  Certainly, -a  program  that 
maintains  the  same  program  director, 
teaching  staff,  and  residents  but  has 
only  been  moved  to  a  different 
participating  institution  would  not  be 
considered  a  new  program  for  Medicare 
purposes.  We  also  do  not  believe  that 
there  is  anything  subjective  about 
making  determinations  based  on  several 
"supporting  factors,”  as  the  commenter 
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suggests.  On  the  contrary,  we  believe 
that  taking  a  more  thorough  look  at  the 
characteristics  of  a  program  using  an 
approach  that  considers  multiple  factors 
is  more  objective  and  ensures  that  FTE 
cap  adjustments,  which  could  increase 
the  number  of  Medicare-funded  training 
slots  in  the  aggregate,  will  only  be 
granted  to  qualifying  teaching  hospitals 
when  warranted.  The  academic  medical 
community  will  be  able  to  consider 
these  factors  before  making  decisions 
related  to  opening,  closing,  or 
expanding  programs.  Through  proper 
planning  and  consideration  of  these 
factors,  teaching  hospitals  should  be 
able  to  determine  whether  programs  that 
have  commonalities  with  previously 
existing  programs  may  or  may  not 
qualify  for  FTE  cap  increases  and 
associated  Medicare  IME  and  direct 
GME  funding. 

We  also  disagree  with  the 
commenter’s  suggestion  that  we  lack  the 
legal  authority  to  implement  this  policy. 
The  BBA  and  our  regulations  provide 
that  hospitals  are  permitted  to  receive 
an  FTE  cap  increase  in  order  to  start 
new  programs,  and  CMS  is  the  agency 
charged  with  administering  these 
provisions.  As  such,  it  is  our 
responsibility  to  provide  guidance  when 
we  believe  clarification  is  needed. 
Because  it  appears  there  has  been  some 
recent  confusion  surrounding  this 
policy,  we  proposed  to  clarify  our 
definition  of  a  new  program  in  the  FY 
2010  IPPS  proposed  rule.  We  believe  the 
fact  that  there  are  pending  reopenings, 
disallowances,  and  litigation  relating  to 
the  definition  of  a  new  program  only 
supports  the  need  to  clarify  the  policy 
at  this  time. 

Comment:  One  commenter  argued 
that  because  the  phrase  "initial 
accreditation”  is  a  term  of  art  used  by 
the  ACGME,  it  has  a  “well  understood 
meaning”  in  the  academic  medical 
community,  and  the  "law  is  clear  that 
the  term  as  used  in  the  regulation  has 
the  same  meaning  as  is  generally 
understood  in  the  regulated 
community.”  The  commenter  believed 
that  CMS  likely  was  aware  of  the  use  of 
this  term  by  the  ACGME  when  CMS  first 
promulgated  the  definition  of  a  new 
medical  residency  program  in  the 
regulations,  and  CMS  cannot  decide 
after  the  fact  that  it  was  “unwise  to  have 
adopted  an  industry  term”  without 
complying  with  the  APA’s 
[Administrative  Procedure  Act’s] 
directive  for  notice  and  comment 
rulemaking. 

Response:  We  understand  that  “initial 
accreditation”  is  a  term  that  is  used  by 
the  ACGME  and  that  the  term  was  used 
by  the  ACGME  before  the  time  that  the 
BBA  was  passed.  Specifically,  the 


ACGME  describes  “initial 
accreditation”  as  follows: 

“Accreditation  is  conferred  initially 
when  a  Review  Committee  determines 
that  a  proposal  for  a  new  program  or 
sponsoring  institution  substantially 
complies  with  the  requirements. 

“(a)  This  initial  cycle  is  considered  a 
developmental  stage  during  which  the 
proposal  for  the  new  program  or 
sponsoring  institution  will  be  fully 
developed  and  implemented  *  *  *. 

“(b)  Initial  accreditation  may  be 
granted  to  a  new  program  or  sponsoring 
institution  or  a  previously-accredited 
program  or  sponsoring  institution, 
which  had  had  its  accreditation 
withheld  or  withdrawn  or  has 
voluntarily  withdrawn  and  has 
subsequently  applied  for  re¬ 
accreditation  *  * 

We  first  provided  a  definition  in  the 
regulations  for  “new  medical  residency 
training  program”  in  the  final  rule  with 
comment  period  published  in  the 
Federal  Register  published  on  August 
29,  1997,  shortly  following  the  passage 
of  the  BBA  on  August  5,  1997.  We  stated 
that  a  “  ‘program’  will  be  considered 
newly  established  if  it  is  accredited  for 
the  first  time,  including  provisional 
accreditation  on  or  after  January  1, 

1995”  (emphasis  added,  62  FR  46006). 

In  the  regulatory  text,  we  defined  “new 
medical  residency  training  program”  as 
“a  medical  residency  training  program 
that  receives  initial  accreditation  by  the 
appropriate  accrediting  body  on  or  after 
July  [sic]  1,  1995”  (emphasis  added,  62 
FR  46035).  Because  we  used  the  phrase 
“for  the  first  time”  in  the  preamble,  and 
the  term  “initial  accreditation”  in  the 
regulations  text,  we  believed  it  would  be 
obvious  that  CMS  did  not  rely  on  the 
definition  of  initial  program  as  used  by 
the  ACGME.  As  defined  by  the  ACGME, 
initial  accreditation  can  be  given  to  a 
program  that  was  accredited  previously. 
We  did  not  give  any  indication  that  we 
were  using  the  term  “initial 
accreditation”  as  a  term  of  art  as  used 
by  the  ACGME. 

We  next  discussed  new  medical 
residency  training  programs  in  the  May 
12,  1998  final  rule  responding  to  public 
comments  on  the  August  29, 1997  final 
rule  with  comment  period  (63  FR 
263359).  In  response  to  public 
comments,  we  revised  the  definition  of 
a  “new  medical  residency  training 
program”  to  mean  “a  medical  residency 
that  receives  initial  accreditation  by  the 
appropriate  accrediting  body  or  begins 
training  residents  on  or  after  January  1, 
1995.”  The  purpose  of  the  revision  was 
not  to  revise  the  definition  of  the  word 
“initial”  but,  rather,  to  include  the 
situation  of  residency  training  that 
begins  on  or  after  January  1, 1995, 


because  we  recognized  that  hospitals 
usually  do  not  begin  training  residents 
immediately  upon  receiving  an 
accreditation  letter.  The  definition  has 
not  been  revised  since  then.  Thus,  this 
is  the  definition  that  is  currently  in  the 
regulations  at  §413.79(1). 

Furthermore,  it  would  not  be 
appropriate  for  CMS  to  use  a  term  of  art  ■ 
if  that  term  is  unique  to  only  one  of  the 
organizations  that  accredit  GME 
programs.  The  graduate  medical 
education  community  consists  not  just 
of  the  ACGME,  but  also  includes  the 
AQA  (and  the  Commission  on  Dental 
Accreditation  and  the  Council  on 
Pediatric  Medical  Education).  We 
believe  that  if,  in  fact,  the  term  “initial 
accreditation”  is  an  industry  standard 
whose  meaning  is  clearly  understood  by 
the  academic  medical  community,  we 
would  expect  it  to  be  used  by  the  AOA 
as  well.  However,  we  understand  that 
the  AOA  does  not  use  “initial 
accreditation”  as  a  formal  term  with 
respect  to  identifying  programs  as  new. 
In  fact,  we  understand  the  AOA  only 
uses  the  term  “accreditation”  with 
respect  to  approvals  of  sponsoring 
institutions  (such  as  Osteopathic 
Postdoctoral  Training  Institutions 
(OPTIs)),  while  the  term  “approval”  is 
the  term  that  is  applied  to  a  new 
program  when  it  is  first  recognized  by 
the  AOA. 

Accordingly,  given  that  the  ACGME 
and  the  AOA  use  different  terminology 
for  accreditation  status,  we  disagree 
with  the  commenter  that  the  “law  is 
clear  that  the  term  as  used  in  the 
regulation  has  the  same  meaning  as  is 
generally  understood  in  the  regulated 
community.”  We  believe  it  is 
appropriate  for  us  to  use  the  term 
“initial  accreditation”  in  our  regulations 
and  interpret  it  in  a  manner  that  reflects 
CMS’  priorities.  Unlike  the  ACGME 
which,  based  on  its  definition  quoted 
above,  may  grant  “initial”  accreditation 
to  a  previously  accredited  program  or  to 
a  program  that  applies  for 
reaccreditation,  we  continue  to  interpret 
“initial”  with  respect  to  Medicare  GME 
payment  to  mean  “for  the  first  time.” 
That  is,  as  we  stated  in  the  August  29, 
1997  final  rule,  a  “  ‘program’  will  be 
considered  newly  established  if  it  is 
accredited  for  the  first  time,  including 
provisional  accreditation,  on  or  after 
January  1, 1995”  (emphasis  added,  62 
FR  46006),  and  we  continue  to  believe 
that  FTE  cap  increases  should  be 
awarded  to  programs  that  are  accredited 
“for  the  first  time,”  and  not  to  programs 
for  which  granting  new  program  status 
would  create  duplicate  FTE  slots. 

Comment:  One  commenter  remarked 
that  hospitals  already  evaluate  whether 
their  teaching  programs  are  sufficiently 
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new  when  they  receive  an  initial  letter 
of  accreditation  from  the  relevant 
accrediting  body,  as  instructed  by 
§  413.79(e)(1).  The  commenter  also 
stated  that  those  accrediting  bodies  are 
best  positioned  to  determine  whether  or 
not  a  program  is  new;  and  a  conflict  of 
interest  inherently  exists  when 
Medicare,  which  is  not  an  expert  in  this 
area,  makes  that  determination.  Some 
commenters  disagreed  with  CMS’ 
statement  in  the  proposed  rule  that  CMS 
has  provided  this  definition  of  new 
programs  in  previous  regulations;  and 
asserted  that,  if  so,  this  proposal  would 
not  have  been  necessary.  In  addition, 
the  commenters  claimed  that  while  the 
BBA  indicated  that  Congress  did  not 
want  the  national  cap  level  to  increase 
above  the  levels  at  the  time  the  BBA  was 
passed,  Congress  did  not  require  that 
CMS  enact  barriers  to  the  creation  of 
new  residency  programs,  and  CMS 
should  recognize  that  the  concern  that 
there  was  a  surplus  of  physicians  at  the 
time  the  BBA  was  passed  is  no  longer 
relevant  today. 

Response:  We  recognize  that  the 
accrediting  bodies  are  expert  in 
identifying  and  ensuring  programs  that 
meet  minimum  standards  for  medical 
education.  In  fact,  we  recognize  their 
expertise  in  our  regulations  regarding 
Medicare-approved  residency  training 
programs.  However,  accrediting  bodies 
have  different  goals  than  CMS  and  may 
consider  different  factors  when 
evaluating  whether  a  particular 
residency  training  program  is  new.  CMS 
is  charged  to  protect  the  Medicare  Trust 
Fund  and  carry  out  the  relevant 
Medicare  statutory  provisions. 

Therefore,  we  must  ensure  that  only 
appropriate  cap  increases  are  granted. 
Because  our  goals  are  not  necessarily 
consistent  with  the  goals  of  accrediting 
bodies,  our  perspective  on  the  status  of 
a  program  as  “new”  may  sometimes 
differ  from  the  accrediting  bodies’ 
assessment.  In  addition,  we  do  not 
believe  that  a  conflict  of  interest  exists 
when  we  determine  a  residency 
program’s  new  status.  We  are  not 
dictating  curricula  requirements;  rather, 
we  simply  wish  to  ensure  that  a 
program  is  truly  new  from  Medicare’s 
perspective  before  granting  the  hospital 
an  increase  in  its  FTE  resident  caps  and 
the  additional  IME  and  GME  funding 
that  accompanies  the  increase. 

We  also  disagree  with  the  contention 
that  our  clarification  will  pose  barriers 
to  the  establishment  of  new  residency 
programs.  Our  proposal  was  intended  to 
clarify  Medicare  policy  with  respect  to 
the  treatment  of  residency  training 
programs  when  a  previously  existing 
program  is  involved.  We  continue  to 
encourage  the  development  of  new 


training  programs,  and  will  continue  to 
adjust  hospitals’  FTE  resident  caps  for 
new  programs  in  accordance  with  our 
regulations.  However,  we  will  only 
allow  a  hospital’s  FTE  caps  to  be 
adjusted  for  programs  that  are  truly 
new.  In  addition,  as  long  as  a  national 
aggregate  cap  on  FTE  resident  positions 
is  in  place,  we  continue  to  believe  our 
policies  should  work  to  maintain  that 
cap  level. 

Comment:  One  commenter  expressed 
concern  that  CMS’  criteria  for 
identifying  a  new  program  could 
impinge  on  the  quality  of  new  programs 
by  restricting  their  ability  to  hire 
experienced  program  directors  and 
faculty,  while  also  limiting  the  freedom 
of  these  individuals  to  .teach  and 
practice  where  they  choose.  The 
commenter  argued  that  the  “mere 
presence”  of  a  program  director  or 
faculty  member  who  worked  for  another 
residency  training  program  does  not 
make  the  second  program  identical  to 
the  first  program;  rather,  the  residents 
will  have  a  different  experience  based 
on  the  clinical  setting,  regardless  of  who 
the  director  or  teaching  staff  may  be. 

Response:  It  is  not  our  intent  to 
interfere  with  the  direction  of  a  medical 
education  program  or  to  inhibit  the 
career  choices  of  physicians.  However,  . 
we  disagree  with  the  commenter  that 
the  “mere  presence”  of  the  same 
program  director  does  not  contribute  to 
the  similarity  in  a  program  that  was 
operated  at  two  sites.  While  it  is  true 
that  each  hospital  setting  provides 
somewhat  of  a  different  training 
experience,  simply  because  no  two 
hospitals  are  exactly  the  same,  the 
implementation  of  the  curriculum  and 
the  approach  to  teaching  are  very  much 
influenced  by  the  program  director  and 
the  teaching  staff.  Moreover,  when  a 
program  director  (or  faculty  members) 
moves  from  a  program  that  was  in 
operation  at  one  hospital  to  a  program 
that  is  in  operation  at  another  hospital, 
we  believe  this  strongly  suggests  that 
the  second  program  is  not  a  new  one, 
but  is  the  continuation  of  the  first 
program.  Therefore,  in  determining 
whether  a  program  is  new,  we  believe 
it  is  logical  and  appropriate  to  look  at 
numerous  factors,  including  whether 
the  programs  have  in  common  the 
program  directors  and  teaching  staff. 

Comment:  Some  commenters  noted 
that,  in  the  proposed  rule,  CMS  used  the 
term  “and/or”  in  the  list  of  supporting 
factors.  Specifically,  a  residency 
program  with  a  new  program  director 
and  new  residents,  but  also  with  some 
teaching  staff  who  had  taught  at  the 
“original”  program,  may  or  may  not  be 
considered  “new.”  The  commenter 
argued  that  such  rules  are  unclear,  and 


may  result  in  a  situation  where  a 
hospital  invests  significant  time  and 
financial  resources  into  what  it  believes 
is  the  creation  of  a  new  program,  only 
to  find  out  several  years  later  that  CMS 
does  not  believe  the  program  is  new. 

The  commenters  stated  that  if  CMS 
believes  that  it  must  use  the  “supporting 
criteria”  set  forth  in  the  proposed  rule, 
then  CMS  should  replace  each  use  of 
the  term  “and/or”  with  the  word  “and,” 
and  it  should  be  added  after  each 
criterion,  not  just  the  first  two.  One 
commenter  further  stated  that  a 
determination  of  whether  a  program  is 
“new”  cannot  be  based  on  one  single 
factor  alone  (such  as  the  presence  of  a 
single  program  director  from  an 
“original”  program).  Instead,  the 
commenter  recommended  that  a 
program  that  is  not  new  should  be 
defined  as  one  where,  at  a  minimum,  all 
of  its  program  directors  and  faculty,  and 
residents  came  from  the  “original” 
program,  while  still  allowing  the 
Secretary  discretion  to  determine  that 
such  a  program  may  still  be  new  as  a 
result  of  other  circumstances.  Another 
commenter  asked  whether  a  hospital 
must  answer  “no”  to  each  of  the 
supporting  criteria  or  to  just  half  of  the 
criteria  in  order  for  the  program  to  be 
considered  new.  Other  commenters 
pointed  out  that  medical  schools  can, 
and  often  do,  support  more  than  one 
program  in  the  same  specialty  in 
different  geographic  areas  of  a  State  and 
with  more  than  one  hospital 
simultaneously.  Therefore,  the 
commenters  added,  CMS  cannot  assume 
that  a  second  program  in  the  same 
specialty  is  not  a  “new  medical 
residency  training  program.” 

Response:  We  agree  that  the  use  of 
“and/or”  in  the  list  of  supporting 
criteria  could  be  confusing.  Therefore, 
we  are  removing  the  “or”  and  only 
using  “and.”  Thus,  the  supporting 
factors  to  be  considered  in  determining 
whether  a  program  is  new  are  (but  not 
limited  to)  as  follows: 

— Is  the  program  director  new,  and 
— Is  the  teaching  staff  new,  and 
— Are  there  new  residents? 

We  understand  the  commenters’ 
concerns  that  these  factors  do  not 
provide  a  test  that  is  as  clear  as  relying 
solely  on  a  determination  from  the 
accrediting  body.  However,  as  explained 
earlier,  we  believe  that  our  mission  and 
goals  are  different  from  those  of  the 
accrediting  bodies;  and  the 
ramifications  of  a  determination  as  to 
whether  a  program  is  new  for  Medicare 
purposes  are  less  significant  to  the 
accrediting  bodies  than  they  are  to  us. 
We  also  understand  that,  at  least  with 
the  ACGME,  a  hospital  has  a  fair 
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amount  of  latitude  in  requesting  that  an 
accrediting  body  accredits  a  program  as 
a  new  program.  We  are  wary  of 
situations  where  one  program  has 
literally  been  moved  in  its  entirety  from 
one  hospital  to  another,  and  is 
accredited  as  “new”  in  the  second 
hospital.  We  believe  that  we  must 
ensure  that  FTE  cap  increases  are  only 
made  under  appropriate  circumstances. 
By  employing  these  supporting  factors, 
we  will  be  able  to  gain  a  fuller  picture 
of  the  program,  and  to  make  a 
determination  based  on  case-specific 
evidence  as  to  whether  there  are  new 
program  directors,  new  teaching  staff, 
and  new  residents. 

With  respect  to  the  comment  that 
schools' of  medicine  often  sponsor 
residency  programs  in  more  than  one 
geographic  area  and  with  more  than  one 
hospital  at  the  same  time,  we  do  not 
believe  that  will  necessarily  affect 
whether  a  program  is  considered  to 
meet  the  new  program  definition.  As  we 
stated  in  the  proposed  rule,  we  will 
consider  the  degree  to  which,  and  the 
way  in  which,  two  programs  continue  to 
operate  simultaneously  at  the  original 
hospital  and  the  subsequent  hospital. 

We  understand  that  a  medical  school 
may  sponsor  two  separate  programs  in 
the  same  specialty  with  different 
program  directors,  staff,  and  residents, 
but  that  is  very  different  from  the 
situation  where  a  sponsoring  school  of 
medicine  closes  a  program  in  one 
hospital  and  moves  the  program  to 
another  hospital.  In  the  former  situation, 
the  fact  that  there  are  two  separate 
programs  operating  simultaneously  and 
continually  is  evidence  that  could 
support  a  determination  that  the  two 
programs  are,  in  fact,  separate  and 
distinct.  However,  in  the  latter  situation, 
the  closure  of  one  program  and  the 
movement  of  the  program  director, 
faculty,  and  residents  to  another 
hospital  are  indicative  of  the  relocation 
of  an  existing  program  for  which  no  FTE 
cap  increase  is  warranted.  Accordingly, 
despite  the  comment ers’  concerns,  we 
believe  we  should  use  the  list  of 
supporting  factors  to  determine  what 
constitutes  a  new  program,  rather  than 
relying  solely  on  the  determination  of 
an  accrediting  body. 

Comment:  One  commenter  opined 
that  imposing  more  stringent  standards 
for  identifying  new  programs  does  not 
actually  address  CMS’  concern  that 
there  could  be  an  inappropriate  increase 
in  the  aggregate  total  number  of 
residency  slots  funded  by  Medicare 
when  one  hospital  shifts  an  existing 
program  to  another  hospital,  and  then 
the  original  hospital  uses  the  open  slots 
to  count  other  residents  (when  the 
hospital  had  previously  trained  a 


number  of  residents  that  exceeded  its 
FTE  resident  caps).  The  commenter 
noted  that,  just  as  a  hospital  may  decide 
at  any  time  to  close  one  program  and 
use  those  slots  to  count  residents  that 
were  previously  in  excess  of  its  caps,  a 
nonteaching  hospital  may  decide  at  any 
time  to  become  a  new  teaching  hospital 
and  participate  in  training  residents  in 
its  own  new  programs,  thereby 
increasing  the  aggregate  number  of 
Medicare-funded  positions. 

Several  commenters  also  mentioned 
alternative  methods  by  which  CMS  can 
preserve  the  national  aggregate  cap 
without  implementing  the  provisions  of 
the  proposed  rule.  One  commenter 
suggested  that  the  cap  number  can  be 
kept  neutral  by  removing  old  cap  slots 
and  reassigning  them  to  new  programs. 
Other  commenters  stated  that,  among 
other  solutions,  one  way  to  maintain  the 
national  cap  level  is  to  promulgate  rules 
stating  that  a  hospital  loses  the  caps 
attached  to  a  closed  teaching  program, 
but  that  those  caps  can  be  added  back 
into  the  system  when  a  program  opens 
in  a  new  hospital.  One  commenter 
suggested  that  CMS  work  together  with 
accrediting  bodies  to  use  the  “existing 
infrastructure”  to  create  a  clear, 
unambiguous  method  for  determining 
the  criteria  for  a  new  program.  Another 
commenter  suggested  creating  a  formal 
process  by  which  hospitals  can  apply 
for  and  receive  the  “new  program” 
designation. 

Response:  We  disagree  with  the 
commenter’s  assertion  that  the  rules 
regarding  new  programs  do  not  address 
the  underlying  concern  that  the 
aggregate  number  of  Medicare-funded 
positions  should  not,  in  general, 
increase  over  the  levels  in  place  when 
the  BBA  was  passed.  First,  we  believe 
caution  is  warranted  to  ensure  that  any 
increase  in  the  aggregate  level  of 
resident  slots  relates  only  to  truly  new 
programs.  Second,  if  a  hospital  that  is 
training  residents  in  excess  of  its  FTE 
resident  caps  closes  one  of  its  programs 
and,  as  a  result,  the  number  of  FTE 
residents  the  hospital  is  training  equals 
its  caps,  there  will  be  no  increase  in  the 
number  of  FTE  residents  the  hospital  is 
permitted  to  count  for  IME  and  direct 
GME  purposes,  and  no  increase  in  the 
aggregate  number  of  FTE  resident 
positions.  In  other  words,  the  Closure  of 
a  program  does  not,  by  itself,  allow  for 
an  increase  in  the  aggregate  levels  of 
Medicare-funded  resident  slots. 
However,  we  do  not  believe  it  is 
appropriate  for  an  increase  to  the 
aggregate  FTE  resident  caps  to  occur  as 
a  result  of  a  program  that  moves  from 
one  hospital  to  another,  allowing  the 
first  hospital  to  receive  the  same  amount 
of  Medicare  funding  by  filling  the 


vacated  slots,  and  allowing  the  second 
hospital  to  receive  a  “new  program” 
increase  in  its  FTE  caps  for  that  same 
residency  program.  In  such  a  case,  we 
do  not  believe  it  would  be  appropriate 
for  the  Medicare  program  to  bear  the 
additional  costs  associated  with  the 
transfer  of  an  existing  program  to  „ 

another  hospital.  Third,  we  believe  that 
an  implicit  assumption  in  the  BBA 
conference  report  language  is  that,  while 
new  teaching  hospitals  and  new 
programs  may  open  over  time,  some 
existing  teaching  hospitals  and 
programs  would  close.  Accordingly,  this 
“offset”  of  resident  slots  would,  to  a 
certain  extent,  limit  the  growth  in  the  • 
levels  of  Medicare-funded  residency 
positions  in  years  subsequent  to  the 
BBA.  Therefore,  we  believe  it  is 
appropriate  to  take  a  rigorous  approach 
to  determining  whether  a  program  is 
new  for  Medicare  purposes,  and 
whether  an  increase  in  the  hospital’s 
FTE  resident  caps  is  appropriate  and 
consistent  with  the  statutory  FTE  caps. 

Nevertheless,  we  have  considered  the 
comments  we  received  and  whether  the 
use  of  a  list  of  “supporting  factors” 
included  in  the  proposed  rule  is  the  best 
approach  to  determine  whether  a 
program  is  actually  new  for  purposes  of 
Medicare  IME  and  direct  GME 
payments.  We  find  compelling  the 
comment  that  there  may  be  alternative 
methods  to  preserve  the  national 
aggregate  cap,  while  allowing  for  some 
flexibility  in  the  application  of  the 
“factors.”  We  also  considered  the 
suggestion  that  the  aggregate  national 
cap  could  remain  neutral  by  removing 
existing  cap  slots  and  reassigning  them 
to  new  programs.  One  situation  is  of 
particular  concern  to  us;  when  a 
teaching  hospital  closes  a  program  but 
the  hospital  itself  remains  open,  and 
that  program  is  relocated  to  a  hospital 
that  may  qualify  for  an  FTE  cap  increase 
under  §  413.79(e)(1)  or  (3)  and  applies 
for  and  receives  new  accreditation  for 
the  program.  Because  the  first  hospital 
continues  to  operate  and  retains  the  FTE 
cap  positions  relating  to  the  program, 
there  is  the  potential  for  Medicare  to 
recognize  the  same  residency  cap 
positions  twice — once  for  the  program  at 
the  original  hospital  and  again  for  the 
“new”  program  at  the  second  hospital. 
Thus,  there  could  be  a  form  of  "double 
counting”  when  the  first  hospital  fills 
the  same  FTE  slots  that  were  vacated 
from  the  program  that  closed  at  the  first 
hospital,  while  the  new  teaching 
hospital  is  permitted  to  count  FTE 
residents  in  the  “new”  program  as  well. 
We  do  not  believe  such  an  increase  in 
the  aggregate  number  of  FTE  residents 
and  the  potential  duplication  of  the  FTE 
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resident  cap  adjustment  would  be 
consistent  with  the  statutory  mandate  to 
adhere  to  the  principles  of  the  base-year 
FTE  resident  caps  when  devising  rules 
to  account  for  newly  established 
medical  residency  training  programs. 
However,  in  the  instance  where  the  first 
hospital  actually  closes  (that  is,  its 
Medicare  provider  agreement  and  its 
FTE  caps  are  retired  and  not  used  by 
another  hospital),  and  its  residency 
program(s)  transition  to  another 
hospital(s)  that  qualifies  for  an  FTE  cap 
increase  under  §  413.79(e)(1)  or  (3), 
there  would  be  no  threat  of  duplicative 
FTE  slots  relating  to  the  same  program. 
Rather,  the  national  aggregate  FTE  cap 
would  remain  approximately  the  same. 

After  considering  the  public 
comments  concerning  other  means  to 
maintain  a  steady  national  aggregate 
cap,  we  have  decided  that  another 
important  “supporting  factor”  to 
consider  is  whether  the  hospital  from 
which  the  program  was  relocated  has 
closed  (terminated  its  provider 
agreement  and  its  FTE  caps  are  not 
being  used  by  another  hospital)  prior  to 
the  transfer  of  the  program.  The  fact  that 
a  program  originated  from  a  hospital 
that  closed,  where  no  other  hospital 
retained  the  FTE  caps,  suggests  that  it 
would  be  appropriate  to  consider  the 
program  to  be  new  for  purposes  of 
establishing  IME  and  direct  GME  FTE 
caps. 

Because  our  intent  is  to  ensure  that  no 
duplicative  FTE  resident  slots  are 
created  by  virtue  of  an  inappropriate 
“new  program”  adjustment,  a  hospital 
that  is  considering  starting  such  a 
“new”  program  should  ask  several 
questions: 

1.  Has  this  program  been  relocated 
from  a  hospital  that  closed? 

2.  If  so,  was  this  program  part  of  the 
closed  hospital’s  FTE  cap 
determination? 

3.  More  generally,  is  this  program  part 
of  any  existing  hospital’s  FTE  cap 
determination? 

Our  goal  in  prompting  hospitals  to  ask 
these  questions  is  to  have  them  assess 
whether  the  positions  continue  to  be 
incorporated  into  the  aggregate  national 
FTE  caps.  If  the  answer  to  the  first  two 
questions  is  yes,  and  the  answer  to  the 
third  question  is  no,  the  FTE  caps 
associated  with  the  previous  program 
had  already  been  incorporated  into  the 
national  aggregate  cap  (prior  to  the 
hospital’s  closure):  and  because  the  FTE 
caps  associated  with  the  previous 
program  are  no  longer  available  for  use 
at  any  other  hospital,  there  is  “room” 
under  the  national  aggregate  caps  for  a 
“new  program”  adjustment  for  the 
hospital  with  the  successor  program. 
Consequently,  there  would  be  no  danger 


that  an  FTE  cap  adjustment  to  reflect  a 
new  program  would  result  in 
duplicative  FTE  caps.  Thus,  even  if 
there  are  significant  similarities  between 
the  program  in  terms  of  the  program 
director,  teaching  staff,  or  residents,  we 
could  consider  the  program  that  was 
transferred  from  the  closed  hospital  to 
be  new  for  Medicare  direct  GME  and 
IME  purposes  without  concern  for 
undermining  the  national  aggregate  FTE 
caps.  To  determine  whether  the  FTE 
residents  associated  with  a  program  are 
part  of  the  closed  hospital’s  FTE  cap 
determination,  the  hospital  that  seeks  an 
adjustment  to  its  FTE  caps  would  refer 
to  the  closed  hospital’s  FTE 
documentation  associated  with  its  cost 
reporting  period  ending  on  or  before 
December  31, 1996,  or,  if  applicable,  the 
cost  report  for  other  permanent  cap 
adjustments  permissible  under  the 
regulations. 

However,  the  same  cannot  be  said  of 
the  situation  where  there  are  significant 
similarities  between  programs,  and  the 
first  hospital  remains  open  or  the  first 
hospital  closes  but  the  FTE  caps  remain 
available  for  use  by  another  hospital  (for 
example,  the  answer  to  the  third 
question  is  yes).  We  do  not  believe  it 
would  be  appropriate  to  consider  a 
program  that  is  substantially  the  same  as 
a  previous  program  at  another  hospital 
to  be  a  new  program  where  the  first 
hospital  remains  open,  or  where  the 
FTE  cap  slots  for  the  previous  program 
remain  available  for  use  by  another 
hospital  (for  example,  as  a  result  of  a 
merger). 

Up  to  this  point,  we  have  discussed 
the  situation  where  one  hospital  closes 
and  a  program  that  was  part  of  the 
closed  hospital’s  FTE  cap  determination 
transfers  to  a  new  teaching  hospital.  We 
have  indicated  that  we  would  add  to  the 
list  of  supporting  factors  the  condition 
under  which  the  program  in  question 
originated  at  a  hospital  that  closed 
because  there  would  be  no  duplicative 
FTE  caps  due  to  the  closure  of  the  first 
hospital.  However,  because  our  primary 
concern  in  this  instance  is  that  there 
should  be  no  duplicative  FTE  resident 
cap  slots,  our  intent  would  be  to  ensure, 
to  the  extent  possible,  that  no  FTE  cap 
increases  are  granted  in  instances  where 
another  “active”  FTE  cap  still  exists,  of 
which  the"  transferred  program  was  a 
part.  As  we  stated  above,  the  hospital  to 
which  the  program  transfers  would  need 
to  assess  whether  this  program  was  part 
of  any  other  hospital’s  FTE  cap 
determination  and,  if  so,  whether  this 
program  is  still  reflected  in  the  FTE  caps 
of  any  existing  hospital. 

For  example,  we  can  envision  a 
scenario  where  two  teaching  hospitals, 
Hospitals  A  and  B,  merge;  Hospital  B’s 


Medicare  provider  agreement  is  retired 
(that  is,  it  closes),  and  their  respective 
FTE  caps  are  combined  under  Hospital 
A’s  single  Medicare  provider  agreement. 
Sometime  subsequent  to  the  merger,  the 
merged  facility  decides  that  it  no  longer 
wishes  to  operate  one  of  the  programs 
that  was  part  of  Hospital  B’s  FTE  cap 
determination,  and  the  program  is 
transferred  along  with  its  program 
director,  teaching  staff,  and  residents  to 
a  new  teaching  Hospital  C.  In  this  case, 
it  would  not  be  appropriate  to  consider 
the  program  at  Hospital  C  to  be  a  new 
program  because,  although  the  program 
originated  from  Hospital  B  which 
closed,  the  FTE  caps  of  which  this 
program  was  a  part  are  still  in  effect  and 
available  for  use  by  the  merged  facility. 
Thus,  if  we  were  to  adjust  Hospital  C’s 
FTE  caps  for  the  transferred  program, 
the  adjustment  would  result  in 
duplicative  FTE  resident  slots  relating 
to  the  same  program.  Similarly,  there 
could  be  historical  situations  where  a 
closed  hospital’s  FTE  caps  were 
absorbed  by  another  hospital  through  a 
termination  clause  in  a  Medicare  GME 
affiliated  group  (prior  to  October  1 , 

2002)  (67  FR  50070).  In  such  a  case,  a 
third  hospital  might  seek  an  adjustment 
to  its  FTE  caps  for  a  new  program  that 
is  substantially  the  same  as  a  program 
formerly  operated  by  the  closed 
hospital.  However,  it  would  not  be 
appropriate  for  that  hospital  to  receive 
FTE  cap  increases  relating  to  that 
program  because,  again,  the  FTE  caps  of 
which  the  transferred  program  was 
originally  a  part  Still  exist,  and, 
therefore,  an  adjustment  to  the  third 
hospital’s  FTE  resident  caps  would 
result  in  duplicative  FTE  residents  caps 
relating  to  the  same  program. 

With  respect  to  the  commenter’s 
suggestion  that  we  could  consider 
promulgating  rules  that  would  remove 
the  slots  from  a  hospital’s  FTE  resident 
cap  when  it  closes  a  program,  but  the 
hospital  itself  remains  open,  in  addition 
to  our  concern  about  duplicative  FTE 
caps,  we  do  not  believe  we  have  the 
statutory  authority  to  do  this  under 
section  1886(h)(4)  of  the  Act.  Each 
hospital’s  FTE  resident  cap  is  equal  to 
the  FTE  count  in  a  base  year,  which  is 
usually  the  hospital’s  most  recent  cost 
reporting  period  ending  on  or  before 
December  31, 1996,  as  adjusted  for  new 
programs  under  §  413.79(e)  and  other 
provisions,  as  applicable.  Furthermore, 
each  hospital’s  FTE  cap  is  based  on  a 
total  count  of  its  allopathic  and 
osteopathic  residents,  that  is,  a  hospital- 
specific  cap,  and  is  not  generally 
associated  with  any  particular  program 
or  specialty.  We  have  tried,  to  the  extent 
possible,  to  implement  our  policies  in  a 
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way  to  maintain  the  fungibility  of  FTE 
slots  within  a  hospital’s  caps  in  order  to 
maximize  a  hospital’s  flexibility  to 
modify  the  mix  and  type  of  residents  it 
trains.  Accordingly,  it  is  acceptable  for 
a  hospital  to  decide  to  close  one 
program  to  make  room  within  its  FTE 
resident  caps  for  additional  numbers  of 
residents  in  another  program. 
Furthermore,  the  focus  of  the 
clarification  in  the  proposed  rule  was 
not  that  a  hospital  may  close  a  program 
and  fill  those  vacated  slots  with 
residents  from  another  specialty,  which, 
by  itself,  is  acceptable,  but  rather,  it  was 
to  address  the  point  that  an  FTE  cap 
increase  should  only  be  awarded  to  a 
hospital  for  starting  a  genuinely  new 
program,  not  one  that  was  merely 
transferred  from  another  hospital. 

Comment:  Several  commenters 
expressed  surprise  that  CMS  initiated  a 
proposal  that  will  have  a  “chilling  effect 
on  primary  care  production”  at  a  time 
when  the  President  has  been  so 
outspoken  in  his  support  for  primary 
care.  Other  commenters  similarly  voiced 
their  concerns  regarding  what  they 
believed  the  detrimental  and 
disproportionate  effect  the  proposed 
rule  may  have  on  primary  care 
residencies,  which  are  already  too  few 
in  aggregate  number  and  which  serve  as 
the  basis  of  America’s  healthcare 
system.  One  commenter  noted  that  the 
shortage  of  primary  care  physicians 
extends  to  the  available  faculty  for 
primary  care  residency  programs,  and 
this  proposal  would  force  closed 
primary  care  programs  to  find  new 
faculty  when  they  wish  to  reopen. 
Commenters  also  believed  that  the 
proposed  rule  is  unrealistic  for  similar 
reasons,  as  it  is  unreasonable  to  suggest 
that  the  director,  faculty,  and  residents 
in  a  closed  residency  program  with 
Medicare-funded  resident  slots  should 
relocate  in  order  to  continue  their 
careers.  The  commenters  stated  that,  by 
forcing  closed  primary  care  residency 
programs  to  relocate,  the  proposed  rule 
will  harm  communities  who  are  served 
by  those  residents.  Another  commenter 
specifically  mentioned  the  retrospective 
nature  of  the  proposed  rule  as  posing  a 
threat  to  primary  care  residencies  that 
started  after  1995,  while  other 
commenters  mentioned.the 
retrospective  provision  of  the  proposed 
rule  as  another  example  of  its 
unreasonable  nature. 

Several  commenters  mentioned  that 
primary  care  residencies  are  more  costly 
to  hospitals  than  other  specialty 
programs  and,  thus,  would  be  the  first 
to  close  if  hospitals  were  forced  to  cut 
GME  costs.  The  commenters  also  noted 
that  residents  are  increasingly  training 
in  “newer,  more  community-based 


environments,”  specifically  in  the 
primary  care  field  of  family  medicine, 
and  CMS  should  attempt  to  regulate 
towards  that  new  training  style  “rather 
than  continue  to  keep  fitting  training 
into  the  hospital.”  One  commenter 
echoed  the  above  statements  by 
explaining  that  primary  care  residencies 
are  often  housed  in  community 
hospitals,  which  are  prone  to  “being 
rebuilt,  bought  and  sold  at  a  regular 
pace”  and,  as  such,  would  require  their 
teaching  programs  to  frequently  switch 
locations.  Another  commenter  remarked 
that  CMS’  previous  efforts  to  enforce 
this  clarification  of  its  “new  program” 
definition  have  already  caused  family 
medicine  programs  to  spend  much  time 
and  effort  proving  their  new  status  to 
CMS,  and  such  situations  have  even  led 
to  program  closings. 

In  a  similar  vein,  some  commenters 
believed  that  the  proposed  rule 
expressly  harmed  teaching  hospitals  in 
underserved  areas.  One  commenter 
explained  that  many  teaching  hospitals 
serve  a  disproportionate  number  of 
“indigent  and  underinsured/uninsured 
patients,”  and  thus  many  are  forced  to 
close  due  to  financial  strain.  This 
commenter  believed  that  those 
residency  programs,  which  "serve  those 
who  need  health  care  the  most,”  should 
not  be  penalized  for  having  to  relocate. 
Another  commenter  stated  that  the 
proposed  rule  is  unnecessary  and  unfair 
to  hospitals  that  “have  acted  in  good 
faith”  by  establishing  new  programs 
where  they  are  needed. 

Response:  We  do  not  understand  why 
the  commenters  viewed  the  proposed 
clarification  regarding  the  definition  of 
new  programs  as  hindering  the  growth 
of  primary  care  residency  programs  or 
residencies  in  underserved  areas  in 
particular.  Neither  of  these  types  of 
residencies  was  specifically  targeted  in 
the  proposed  rule,  nor  were  they 
mentioned  at  all.  CMS  had  no  intention 
of  inappropriately  inhibiting  the  growth 
of  primary  care  residencies,  or  of 
“harming”  teaching  programs  in 
underserved  areas,  with  the  proposed 
clarification  of  the  definition  of  a  new 
program.  The  supporting  factors  we 
identified  as  indicative  of  new 
programs,  as  described  in  the  proposal, 
are  meant  to  serve  as  general  guidelines 
to  hospitals  for  establishing  new 
programs  in  all  specialties.  Furthermore, 
we  believe  that  our  revised  policy 
allowing  a  hospital  to  receive  FTE  cap 
increases  in  the  instance  where  it 
operates  a  program  that  is  transferred 
from  another  hospital  that  closed  should 
help  provide  some  flexibility  in 
situations  where  hospitals  are  closing 
and  the  community  is  struggling  to 


maintain  an  adequate  teaching  presence 
and  ensure  sufficient  access  to  care. 

Comment:  One  commenter  noted  that 
the  proposal  states  that  “the  statute 
clearly  requires  [emphasis  added  by 
commenter]  that  our  rules  regarding 
adjustments  to  the  hospitals  FTE  caps 
for  newly  established  programs  must 
adhere  to  the  principles  of  the  statutory 
provision  limiting  the  count  of  FTE 
residents  for  direct  GME  and  IME 
payments  to  the  count  for  the  most 
recent  cost  reporting  period  ending  on 
or  before  December  31, 1996.”  The 
commenter  observed  that  the  statute 
says:  “(i)  NEW  FACILITIES— The 
Secretary  shall,  consistent  with  the 
principles  [emphasis  added  by 
commenter]  of  subparagraphs  (F)  and 
(G),  prescribe  rules  for  the  application  of 
such  subparagraphs  in  the  case  of 
medical  residency  training  programs 
established  on  or  after  January  1, 1995. 

In  promulgating  such  rules  for  purposes 
of  subparagraph  (F),  the  Secretary  shall 
give  special  consideration  to  facilities 
that  meet  the  needs  of  underserved  rural 
areas.”  This  commenter  believed  that 
the  Secretary  has  not  given  special 
consideration  to  underserved  rural 
areas,  despite  a  “mandate”  to  do  so,  and 
“it  seems  disingenuous  to  strongly 
assert  one  provision  of  law  while  not 
following  other  statutory  requirements.” 

Response:  We  disagree  with  the 
commenter  that  we  are  selectively 
focusing  on  certain  aspects  of  the  statute 
and  the  BBA  conference  report 
language,  to  the  exclusion  of  others.  It 
is  clear  that  an  overarching  concern  of 
Congress  with  respect  to  GME  funding 
at  the  time  that  the  BBA  was  passed  was 
that  a  cap  should  be  placed  on  the 
number  of  Medicare-funded  resident 
positions,  in  an  attempt  to  control- 
spending  while  still  addressing  the 
needs  of  those  areas  of  the  country  or 
those  specialties  where  physicians  were 
in  shorter  supply.  Specifically,  the  BBA 
conference  agreement  includes  “*  *  *  a 
requirement  that  the  Secretary  prescribe 
rules  for  limiting  and  counting  the 
number  of  interns  and  residents  in 
training  programs  established  on  or  after 
January  1, 1995.  In  promulgating  such 
rules,  the  Secretary  would  be  required 
to  give  special  consideration  to  facilities 
that  meet  the  needs  of  underserved  rural 
areas*  *  * .  Among  the  specific  issues 
,  that  concerned  the  Conferees  was 
application  of  a  limit  to  new  facilities, 
that  is,  hospitals  or  other  entities  which 
established  programs  after  January  1, 
1995.  The  Conferees  understand  that 
there  are  a  sizeable  number  of  hospitals 
that  elect  to  initiate  such  programs  (as 
well  as  terminate  such  programs)  over 
any  period  of  time,  and  the  Conferees 
are  concerned  that  within  the  principles 
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of  the  cap  that  there  is  proper  flexibility 
to  respond  to  such  changing  needs, 
including  the  period  of  time  such 
programs  would  be  permitted  to  receive 
an  increase  in  payments  before  a  cap 
was  applied.  Nonetheless,  the 
Secretary’s  flexibility  is  limited  by  the 
conference  agreement  that  the  aggregate 
number  of  FTE  residents  should  not 
increase  over  current  levels.  The 
Conferees  are  also  concerned  about  the 
application  of  the  limit  on  the  number 
of  residents  to  programs  established  to 
serve  rural  underserved  areas,  which  the 
Conferees  believe  have  special 
importance  in  easing  physician 
shortages  in  such  areas.  The  conference 
agreement  provides  the  Secretary  with 
statutory  direction  to  provide  special 
consideration  to  such  programs.” 

(House  Conference  Rept.  No.  105-217, 

pp. 821-822) 

Accordingly,  in  promulgating 
regulations  implementing  the  statutory 
caps,  we  allowed  those  urban  hospitals 
that  did  not  have  residents  in  the  most 
recent  cost  reporting  period  ending  on 
or  before  December  31, 1996,  to  adjust 
their  caps  for  new  programs  only  during 
a  period  of  3  years  after  the  first  new 
program  began  training  residents 
(§  413.79(e)(l)(iii)).  Rural  hospitals  were 
not  so  limited.  For  those  urban  hospitals 
that  had  residents  in  the  most  recent 
cost  reporting  period  ending  on  or 
before  December  31,  1996,  we  allowed 
cap  adjustments  only  for  new  programs 
established  between  January  1, 1995  and 
August  5,  1997  (§  413.79(e)(2)). 

However,  we  allowed  rural  hospitals, 
even  ones  that  already  had  FTE  caps 
during  the  base  period  (that  is,  the  most 
recent  cost  reporting  period  ending  on 
or  before  December  31,  1996),  to  receive 
an  increase  to  their  FTE  resident  cap  at 
any  time  for  starting  new  programs 
(§  413.79(e)(3)).  Therefore,  contrary  to 
the  commenter’s  assertion,  we  have 
given  “special  consideration”  to 
programs  established  to  serve 
underserved  areas. 

Comment:  One  commenter  asked 
CMS  for  direction  regarding  a  closed 
teaching  program. in  a  rural  facility.  The 
commenter  desired  to  start  smother 
training  program  in  that  same  specialty 
at  a  second  facility  and  asked  if  this 
would  meet  the  definition  of  a  new 
program  under  the  proposed 
clarification. 

Response:  The  hospital  should 
evaluate  the  circumstances  relating  to 
the  second  program  by  assessing  the 
factors  as  described  above  and  in  our 
proposed  rule  in  order  to  be  considered 
a  new  program.  It  appears  from  the 
comment  that  the  rural  hospital  itself 
remains  open,  and  only  the  program 
closed.  Thus,  the  hospital  that  is 


considering  opening  a  program  in  the 
same  specialty  should  focus  its 
assessment  on  the  other  supporting 
factors  (whether  there  is  a  new  program 
director,  new  faculty,  and  new 
residents). 

Comment:  One  commenter  that 
represents  dental  residency  programs 
stated  that  a  number  of  dental  programs 
were  closed  in  the  1980s  and  1990s,  and 
there  is  interest  in  reopening  the 
programs  in  the  same  hospitals  and 
nonhospital  dental  school  clinics  in 
which  they  were  previously  operated. 
The  commenter  noted  that  a  hospital 
may  be  associated  with  the  same  dental 
school,  program  director,  and  teaching 
staff  that  were  involved  in  operation  of 
the  old  program,  even  though  about  10 
years  may  have  passed  since  the 
previous  program  closed.  The 
commenter  believed  that  programs  that 
open  after  being  closed  for  several  years 
and  that  require  accreditation  by  the 
Council  on  Dental  Accreditation  as  a 
new  program  should  be  treated  by  CMS 
as  iiew. 

Response:  We  agree  with  the 
commenter  that  if  a  hospital  wishes  to 
begin  training  residents  in  a  particular 
program  in  which  it  trained  residents  in 
the  past,  but  the  program  has  not  trained 
residents  for  the  past  10  years,  the 
program  could  subsequently  be 
considered  a  new  program.  We  believe 
that  a  program  that  is  closed  for  several 
years  and  then  reopens  is  separate  and 
distinct  from  the  previous  program,  and 
would  likely  not  involve  any  residents 
that  had  trained  in  the  previous 
program,  even  though,  as  the 
commenter  indicated,  the  directors  and 
teaching  staff  may  be  the  same. 
(However,  we  note  that  it  may  be 
necessary  to  determine  whether  the 
program  director  and  the  teaching  staff 
have  been  training  dental  residents 
during  the  past  10  years  at  another 
training  site  in  order  to  determine 
whether  the  program  at  the  hospital  that 
is  beginning  to  train  residents  after  a  10- 
year  hiatus  is  truly  a  new  program.) 

Comment:  One  commenter  found  it 
“interesting”  that  CMS  provided  several 
supporting  factors  for  identifying  a  new 
program,  but  did  not  propose  to  change 
the  actual  text  of  the  regulation. 

Response:  Section  413.79(1)  currently 
defines  a  new  medical  residency 
training  program  as  “a  medical 
residency  that  receives  initial 
accreditation  by  the  appropriate 
accrediting  body  or  begins  training 
residents  on  or  after  January  1, 1995.” 
We  did  not  propose  to  revise  the 
language  of  the  regulations  text  because 
we  believe  the  existing  language  is 
sufficient  in  that  it  conveys  the 
important  point  that  a  program  must  be 


“initially”  accredited  for  the  first  time 
as  new  by  the  accrediting  body.  The 
supporting  factors  that  we  have 
provided  for  determining  whether  a 
program  is  to  be  considered  as  new  by 
CMS  further  clarify  and  support  the 
concept  of  “initial”  accreditation. 

Comment:  One  commenter  was 
concerned  that  its  hospital  was 
negatively  affected  by  an  unfavorable 
interpretation  of  the  statute  related  to 
training  in  nonprovider  settings  in  cases 
where  the  program  is  jointly  funded  by 
two  or  more  hospitals. 

One  commenter  asked  CMS  to  clarify 
the  statement  “may  count  towards  board 
certification”  in  §413.75  (b),  and  give 
specific  examples  of  when  a 
nonapproved  program  may  count 
towards  certification  and  when  the 
interns  and  residents  should  be 
included  in  the  FTE  count. 

Response:  We  appreciate  the 
submission  of  these  comments. 

However,  because  they  are  outside  the 
scope  of  the  proposed  rule,  we  are  not 
responding  to  them  in  this  final  rule. 

In  summary,  in  this  final  rule,  we  are 
clarifying  our  existing  policy  regarding 
the  definition  of  a  new  medical 
residency  training  program.  Under 
existing  policy,  to  determine  whether  a 
program  is  new  and  whether,  as  a  result, 
a  hospital  qualifies  for  an  FTE  cap 
adjustment,  the  supporting  factors  that  a 
hospital  should  consider  are  (but  not 
limited  to)  as  follows: 

— Is  the  program  director  new,  and 
— Is  the  teaching  staff  new,  and 
— Are  there  new  residents? 

In  determining  whether  a  particular 
program  is  a  newly  established  one,  it 
may  also  be  necessary  to  consider 
factors  such  as  the  relationship  between 
hospitals  (for  example,  common 
ownership  or  a  shared  medical  school  or 
teaching  relationship)  and  the  degree  to 
which  the  hospital  with  the  original 
program  continues  to  operate  its  own 
program  in  the  same  specialty.  In 
addition,  the  following  factors  could 
also  be  considered: 

— Has  this  program  been  relocated  from 
a  hospital  that  closed? 

— If  so,  was  this  program  part  of  the 
closed  hospital’s  FTE  cap 
determination? 

— More  generally,  is  this  program  part  of 
any  existing  hospital’s  FTE  cap 
determination? 

We  would  not  consider  a  transferred 
program  to  be  new  in  the  case  where  the 
program  director,  teaching  staff,  and 
residents  are  the  same  as  another 
program  that  closed  in  another  hospital 
and  the  first  hospital  remains  open,  or 
when  an  FTE  cap  that  was  associated 
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with  the  first  program  is  still  available 
for  use  by  an  existing  provider. 

3.  Participation  of  New  Teaching 
Hospitals  in  Medicare  GME  Affiliation 
Groups 

Sections  1886(h)(4)(F)  and 
1886(d)(5)(B)(v)  of  the  Act  establish 
limits  on  the  number  of  allopathic  and 
osteopathic  residents  that  hospitals  may 
count  for  purposes  of  calculating  direct 
GME  payments  and  the  IME  adjustment, 
respectively.  Accordingly,  effective 
October  1,  1997,  we  established 
hospital-specific  direct  GME  and  IME 
FTE  resident  caps.  Furthermore,  under 
the  authority  granted  by  section 
1886(h)(4)(H)(ii)  of  the  Act,  the 
Secretary  issued  rules  to  allow 
institutions  that  are  members  of  the 
same  affiliated  group  to  elect  to  apply 
their  direct  GME  and  IME  FTE  resident 
caps  on  an  aggregate  basis.  Accordingly, 
as  specified  in  the  regulations  at 
§§  413.79(f)  and  412.105(f)(l)(vi), 
hospitals  that  are  part  of  the  same 
Medicare  GME  affiliated  group  are 
permitted  to  apply  their  direct  GME  and 
IME  FTE  resident  caps  on  an  aggregate 
basis,  and  to  temporarily  adjust  each 
hospital’s  caps  to  reflect  the  rotation  of 
residents  among  affiliated  hospitals 
during  an  academic  year.  Under 
§  413.75(b),  a  Medicare  GME  affiliated 
group  can  be  formed  by  two  or  more 
hospitals  if  they  are  under  common 
ownership,  or  if  they  are  jointly  listed 
as  program  sponsors  or  major 
participating  institutions  in  the  same 
program.  Furthermore,  the  existing 
regulations  at  §  413.79(f)(1)  specify  that 
each  hospital  in  a  Medicare  GME 
affiliated  group  must  submit  a  Medicare 
GME  affiliation  agreement  (as  defined 
under  §  413.75(b))  to  the  CMS  fiscal 
intermediary  or  MAC  servicing  the 
hospital  and  send  a  copy  to  CMS! 
Central  Office  no  later  than  July  1  of  the 
residency  program  year  during  which 
the  Medicare  GME  affiliation  agreement 
will  be  in  effect.  For  example,  in  order 
for  a  hospital  to  receive  a  temporary 
adjustment  to  its  FTE  resident  caps  to 
reflect  participation  in  a  Medicare  GME 
affiliated  group  for  the  academic  year 
beginning  July  1,  2009,  through  June  30, 
2010,  each  hospital  in  the  affiliated 
group  is  required  to  submit  a  Medicare 
GME  affiliation  agreement  to  the  fiscal 
intermediary  or  MAC  servicing  the 
hospital  and  to  CMS’  Central  Office  no 
later  than  July  1,  2009. 

As  we  discussed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24193),  it  has  recently  come  to  CMS’ 
attention  that  flexibility  in  the 
submission  deadline  for  Medicare  GME 
affiliation  agreements  due  to  an 
unanticipated  need  is  warranted  in 


situations  where  a  hospital  opens  after 
July  1  and  begins  training  residents  for 
the  first  time  prior  to  the  following  July 
1.  That  is,  the  new  hospital,  because  it 
did  not  train  residents  in  the  FTE  cap 
base  year,  would  have  FTE  resident  caps 
of  zero.  Currently,  if  a  new  hospital 
begins  training  residents  from  another 
hospital’s  existing  program,  the  new 
hospital  would  not  be  able  to  receive  a 
temporary  FTE  resident  cap  adjustment 
through  participation  in  a  Medicare 
GME  affiliated  group  because  the 
existing  regulations  do  not  provide 
flexibility  for  a  hospital  that  begins 
training  residents  after  the  start  of  an 
academic  year  to  enter  into  and  submit 
a  Medicare  GME  affiliation  agreement 
after  the  July  1  submission  deadline. 

That  is,  a  new  hospital  that  opens  after 
July  1  would  not  be  able  to  enter  into 
a  Medicare  GME  affiliation  agreement 
because  the  hospital  did  not  exist  before 
the  submission  deadline.  We 
understand  that  the  new  hospital  is 
likely  to  incur  GME  costs  during  the 
first  year  of  training  residents,  and  we 
believe  it  is  reasonable  to  permit  the 
new  hospital  that  receives  a  new 
Medicare  provider  agreement  and 
begins  training  residents  for  the  first 
time  after  July  1  of  an  academic  year  to 
receive  an  adjustment  to  its  FTE 
resident  caps  for  IME  and  direct  GME 
payments  through  participation  in  a 
Medicare  GME  affiliated  group  during 
its  first  year  of  training  residents,  even 
if  the  hospital  completes  and  submits 
the  Medicare  GME  affiliation  agreement 
to  CMS  after  July  1  of  the  academic  year. 
Accordingly,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule,  we 
proposed  to  amend  §  413.79(f)  by 
revising  paragraph  (f)(1)  and  adding  a 
new  paragraph  (f)(6)  (the  existing 
paragraph  (f)(6)  would  be  redesignated 
as  paragraph  (f)(7)).  In  the  proposed  new 
paragraph  (f)(6),  we  proposed  to  provide 
that  a  hospital  that  is  new  after  July  1 
and  that  begins  training  residents  for  the 
first  time  prior  to  the  following  July  1 
would  be  permitted  to  receive  a 
temporary  adjustment  to  its  FTE 
resident  caps  to  reflect  its  participation 
in  an  existing  Medicare  GME  affiliated 
group  if  the  new  hospital  submits  a 
Medicare  GME  affiliation  agreement  the 
earlier  of  June  30  of  the  residency 
program  year  dining  which  the 
Medicare  GME  affiliation  agreement 
will  be  in  effect  or  the  end  of  the  first 
cost  reporting  period  during  which  the 
hospital  begins  training  residents.  For 
this  purpose,  a  new  hospital  is  one  for 
which  a  new  Medicare  provider 
agreement  takes  effect  in  accordance 
with  §489.13.  We  proposed  to  require 
that  the  Medicare  GME  affiliation 


agreement  specify  the  effective  period 
for  the  agreement,  which  in  any  case 
would  begin  no  earlier  than  the  date  the 
affiliation  agreement  is  submitted  to 
CMS.  Furthermore,  we  proposed  that 
each  of  the  other  hospitals  participating 
in  the  Medicare  GME  affiliated  group 
with  the  new  hospital  would  be 
required  to  submit  an  amended 
Medicare  GME  affiliation  agreement  that 
reflects  the  participation  of  the  new 
hospital  to  the  CMS  contractor  servicing 
the  hospital  and  send  a  copy  to  the  CMS 
Central  Office  no  later  than  June  30  of 
the  residency  program  year  during 
which  the  Medicare  GME  affiliation 
agreement  will  be  in  effect. 

Comment:  A  number  of  commenters 
applauded  CMS’  efforts  to  provide 
flexibility  in  the  Medicare  GME 
affiliation  agreement  regulation. 
However,  the  majority  of  the 
commenters  believed  the  regulations, 
even  with  the  addition  of  the  proposed 
policy,  remain  unduly  narrow  and 
urged  CNfS  to  create  further  flexibility. 
For  example,  several  commenters 
suggested  that  CMS  add  a  fourth 
criterion  for  affiliations,  specifying  that 
hospitals  that  are  members  of  the  same 
GME  consortium  may  enter  into  a 
Medicare  GME  affiliation  agreement. 
Specifically,  as  an  example  of  GME 
consortia,  the  commenters  cited 
Osteopathic  Postdoctoral  Training 
Institutions  (OPTIs),  which  are 
community-based  training  consortia 
comprised  of  at  least  one  allege  of 
osteopathic  medicine  and  one  or  more 
teaching  hospitals  as  well  as 
community-based  facilities  such  as 
ambulatory  care  centers,  rehabilitation 
centers,  or  surgicenters.  The 
commenters  believed  that  OPTIs 
“provide  a  natural  basis  for  affiliations 
among  teaching  hospitals  and  other 
training  venues”  and  therefore  members 
of  the  same  OPTI  should  be  allowed  to 
adjust  their  FTE  resident  caps  within  an 
aggregate  cap.  Another  commenter 
requested  that  CMS  allow  hospitals  that 
are  members  of  the  same  health  system 
to  enter  into  a  Medicare  GME  affiliation 
agreement  and  adjust  their  FTE  resident 
caps  within  an  aggregate  cap, 
“irrespective  of  whether  the  hospital  is 
designated  as  ‘new’  or  whether  the  FTE 
resident  cap  at  any  given  hospital  is 
new  since  1995.” 

One  commenter  provided  comments 
on  our  policy  on  counting  FTE  residents 
training  in  the  nonhospital  setting. 

Response:  We  appreciate  the 
commenters’  support  of  the  proposed 
change  and  the  additional  suggestions 
on  creating  further  flexibility  in  the 
regulations  for  Medicare  GME  affiliated 
groups.  In  the  May  12,  1998  final  rule 
(63  FR  26336  through  26341),  we 
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established  the  definition  of  a  Medicare 
GME  affiliated  group  and  discussed  the 
requirement  for  the  timely  submission 
of  Medicare  GME  affiliation  agreements. 
Specifically,  the  regulation  at 
§  413.75(b)  defines  Medicare  GME 
affiliated  group  to  mean  (1)  two  or  more 
hospitals  that  are  located  in  the  same 
urban  or  rural  area  (as  defined  in 
subpart  D  of  Part  412  of  this  chapter)  or 
in  a  contiguous  area,  (2)  two  or  more 
hospitals  that  are  not  located  in  the 
same  or  in  a  contiguous  urban  or  rural 
area  *  *  *  and  are  jointly  listed  as  the 
sponsor,  primary  clinical  site,  or  major 
participating  institution  for  one  or  more 
programs,  or  (3)  tw'o  or  more  hospitals 
that  are  under  common  ownership. 
Furthermore,  the  regulations  specify 
that  hospitals  in  an  affiliated  group  are 
required  to  have  a  shared  rotational 
arrangement.  These  provisions  permit 
hospitals  that  are  members  of  the  same 
affiliated  group  to  elect  to  apply  their 
FTE  resident  caps  on  an  aggregate  basis. 
To  respond  to  the  commenters’ 
suggestion  that  we  expand  the 
definition  of  affiliated  group  to  allow 
hospitals  and  other  entities  involved  in 
a  GME  consortium,  for  example  OPTIs, 
to  affiliate  as  a  Medicare  GME  affiliated 
group,  we  note  that  the  regulations 
specifically  only  refer  to  hospitals  as 
members  of  an  affiliated  group.  The  sole 
benefit  gained  from  participating  in  a 
Medicare  GME  affiliated  group  is  the 
ability  to  count  FTE  residents  under  an 
aggregate  FTE  resident  cap  for  GME 
payment  purposes.  That  is,  by 
aggregating  FTE  resident  caps  in  a 
Medicare  GME  affiliated  group,  a 
hospital  that  is  currently  training  above 
its  own  FTE  resident  cap  can  receive  a 
temporary  cap  adjustment  from  another 
hospital  that  is  training  below  its  own 
FTE  resident  cap.  The  training  venues 
cited  by  the  commenters  (community- 
based  facilities  such  as  ambulatory  care 
centers,  rehabilitation  centers,  or 
surgicenters)  typically  are  either  already 
a  part  of  the  hospital,  which  means  they 
would  be  included  in  the  affiliated 
group,  or  are  nonhospital  training  sites 
in  which  case  there  are  separate  rules 
for  counting  FTE  residents  training  in 
the  nonhospital  setting.  There  would  be 
no  additional  benefit  for  a  nonprovider 
to  be  included  as  a  member  of  an 
affiliated  group  because  a  nonprovider 
would  not  have  FTE  resident  caps  to 
share  in  an  affiliated  group. 

Furthermore,  we  note  that  the  hospitals 
in  an  OPT!  currently  do  have  the  ability 
to  form  an  affiliated  group  under  the 
current  definition  of  Medicare  GME 
affiliated  group  at  §  413.75(b).  In 
addition  to  the  ability  to  qualify  through 
geographic  proximity,  all  hospitals  that 


meet  the  rotation  requirement  and  are 
listed  as  sponsors  or  listed  under 
“affiliations  and  outside  rotations”  for  a 
program  in  operation  in  Opportunities, 
Directory  of  Osteopathic  Postdoctoral 
Education  Programs  also  qualify  to 
participate  in  an  affiliated  group. 

In  response  to  the  commenter  who 
suggested  CMS  allow  hospitals  that  are 
members  of  the  same  health  system  to 
enter  into  a  Medicare  GME  affiliation 
agreement  and  adjust  their  FTE  resident 
caps  within  an  aggregate  cap, 
“irrespective  of  whether  the  hospital  is 
designated  as  ‘new’  or  whether  the  FTE 
resident  cap  at  any  given  hospital  is 
new  since  1995,”  we  note  first  that 
hospitals  under  common  ownership 
already  qualify  to  form  an  affiliated 
group  because,  as  we  noted  in  the  May 
12, 1998  final  rule,  “these  systems 
functionally  operate  coordinated  and 
centrally  controlled  GME  programs  and 
often  rotate  their  residents  among 
various  facilities,  depending  on  training 
needs  and  other  considerations”  (63  FR 
26337).  In  addition,  the  commenter 
suggested  that  hospitals  in  an  affiliated 
group  be  allowed  to  temporarily  give 
away  as  well  as  receive  FTE  caps 
“whether  the  FTE  resident  cap  at  any 
given  hospital  is  new  since  1995.”  The 
regulations  at  §413.79(e)(l)(iv)  specify 
that  a  new  urban  teaching  hospital  that 
qualifies  for  an  adjustment  to  its  FTE 
caps  for  a  newly  approved  program  may 
enter  into  a  Medicare  GME  affiliation 
agreement,  but  only  if  the  resulting 
adjustments  to  its  direct  GME  and  IME 
caps  are  “positive  adjustments.” 
“Positive  adjustment”  means,  for  the 
purpose  of  this  policy,  that  there  is  an 
increase  in  the  new  teaching  hospital’s 
caps  as  a  result  of  the  affiliation 
agreement.  At  no  time  would  the  caps 
of  a  hospital  located  in  an  urban  area 
that  qualifies  for  adjustment  to  its  FTE 
caps  for  a  new  program  under 
§  413.79(e)(1)  be  allowed  to  decrease  as 
a  result  of  a  Medicare  GME  affiliation 
agreement.  In  the  FY  2006  IPPS  final 
rule  (70  FR  47453),  we  stated  that  we 
established  this  policy  “because  of  our 
concern  that  hospitals  with  existing 
medical  residency  training  programs 
could  otherwise, -with  the  cooperation  of 
new  teaching  hospitals,  circumvent  the 
statutory  FTE  resident  caps  by 
establishing  new  medical  residency 
programs  in  the  new  teaching  hospitals 
solely  for  the  purpose  of  affiliating  with 
the  new  teaching  hospitals  to  receive  an 
upward  adjustment  to  their  FTE  cap 
under  an  affiliation  agreement.  This 
would  effectively  allow  existing 
teaching  hospitals  to  achieve  an 
increase  in  their  FTE  resident  caps 


beyond  the  number  allowed  by  their 
statutory  caps.” 

Finally,  we  note  that  each  hospital  in 
an  affiliated  group  is  required  to  cross- 
train  residents  through  a  shared 
rotational  arrangement  with  at  least  one 
other  hospital  in  the  affiliated  group 
because  the  criteria  for  being  members 
of  the  same  affiliated  group  are  intended 
to  recognize  that  hospitals  that  have 
relationships  for  training  their  residents 
need  flexibility  to  adjust  their  FTE 
resident  cap.  Hospitals  that  are 
geographically  near  each  other,  or 
operating  as  training  sites  under  the 
same  program,  or  are  under  common 
ownership  have  the  greatest  likelihood 
of  being  able  to  fulfill  the  cross-training 
requirement.  Accordingly,  we  believe 
that  the  current  definition  of  Medicare 
GME  affiliated  group  is  sufficiently 
broad  to  include  hospitals  that  have 
relationships  for  training  residents  and 
are  in  need  of  the  flexibility  afforded 
under  an  aggregate  FTE  resident  cap. 

We  consider  the  comment  on  the 
policy  on  counting  FTE  residents  in  the 
nonhospital  setting  to  be  outside  the 
scope  of  the  proposed  rule;  we  did  not 
propose  any  change  in  policy  in  this 
area.  Therefore,  we  are  not  responding 
to  it  in  this  final  rule. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final,  without  modification,  our 
proposal  to  revise  paragraph  (f)(1)  of 
§  413.79  and  adding  a  new  paragraph 
(f)(6)  (the  existing  paragraph  (f)(6)  is 
redesignated  as  paragraph  (f)(7)).  In  the 
new  paragraph  (f)(6),  we  provide  that  a 
hospital  that  is  new  after  July  1  and  that 
begins  training  residents  for  the  first 
time  prior  to  the  following  July  1  is 
permitted  to  receive  a  temporary 
adjustment  to  its  FTE  resident  caps  to 
reflect  its  participation  in  an  existing 
Medicare  GME  affiliated  group  if  the 
new  hospital  subinits  a  M^dicaroGME 
affiliation  agreement  the  earlier  of  June 
30  of  the  residency  program  year  during 
which  the  Medicare  GME  affiliation 
agreement  will  be  in  effect,  or  the  end 
of  the  first  cost  reporting  period  during 
which  the  hospital  begins  training 
residents.  For  this  purpose,  a  new 
hospital  is  one  for  which  a  new 
Medicare  provider  agreement  takes 
effect  in  accordance  with  §489.13.  We 
are  requiring  that  the  Medicare  GME 
affiliation  agreement  specify  the 
effective  period  for  the  agreement, 
which  in  any  case  would  begin  no 
earlier  than  the  date  the  affiliation 
agreement  is  submitted  to  CMS. 
Furthermore,  each  of  the  other  hospitals 
participating  in  the  Medicare  GME 
affiliated  group  with  the  new  hospital  is 
required  to  submit  an  amended 
Medicare  GME  affiliation  agreement  that 
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reflects  the  participation  of  the  new 
hospital  to  the  CMS  contractor  servicing 
the  hospital  and  send  a  copy  to  the  CMS 
Central  Office  no  later  than  June  30  of 
the  residency  program  year  during 
which  the  Medicare  GME  affiliation 
agreement  will  be  in -effect. 

4.  Technical  Corrections  to  Regulations 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24193),  we 
indicated  that  we  had  discovered  that  in 
the  existing  §413.79(k),  under  the 
provision  on  residents  training  in  rural 
track  programs,  paragraph  (k)(7) 
incorrectly  appears  as  regulation  text 
after  paragraph  (1)  of  §413.79.  To  correct 
this  error,  we  proposed  to  move 
paragraph  (1)  so  that  it  appears  as  the 
last  paragraph  of  the  section  after 
paragraph  (k)(7). 

We  did  not  receive  any  public 
comments  on  this  proposal  and, 
therefore,  we  are  adopting  the  proposed 
change  as  final. 

In  addition,  the  regulations  at 
§  413.75(b),  paragraph  (1),  define  an 
“approved  medical  residency  program” 
as  a  program  that  is  “approved  by  one 
of  the  national  organizations  listed  in 
§  415.152”.  Under  §  415.152,  in  the 
definition  of  an  “approved  graduate 
medical  education  (GME)  program”,  we 
reference  a  residency  program  approved 
by  the  “Committee  on  Hospitals  of  the 
Bureau  of  Professional  Education  of  the 
American  Osteopathic  Association” 
(AOA).  In  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24193), 
we  indicated  that  it  has  come  to  our 
attention  that  the  structure  of  the  AOA 
has  changed  and  that  we  should  merely 
refer  to  a  residency  program  approved 
by  the  AOA.  Therefore,  we  proposed  to 
make  a  technical  change  to  paragraph 
(1)  of  the  definition  of  an  “approved 
graduate  medical  education  (GME) 
program”  under  §415.152,  to  remove 
the  phrase  “the  Committee  on  Hospitals 
of  the  Bureau  of  Professional  Education 
of’.  We  did  not  receive  any  public 
comments  on  this  proposal  and 
therefore  are  adopting  the  proposed 
change  as  final. 

H.  Hospital  Emergency  Services  Under 
EMTALA  (§489.24) 

I.  Background 

Sections  1866(a)(l)(I),  1866(a)(l)(N), 
and  1867  of  the  Act  impose  specific 
obligations  on  certain  Medicare- 
participating  hospitals  and  CAHs. 
(Throughout  this  section  of  this 
proposed  rule,  when  we  reference  the 
obligation  of  a  “hospital”  under  these 
sections  of  the  Act  and  in  our 
regulations,  we  mean  to  include  CAHs 
as  well.)  These  obligations  concern  an 


individual  who  comes  to  a  hospital 
emergency  department  and  requests 
examination  or  treatment  for  a  medical 
condition,  and  apply  to  all  individuals, 
regardless  of  whether  they  are 
beneficiaries  of  any  program  under  the 
Act. 

The  statutory  provisions  cited  above 
are  frequently  referred  to  as  the 
Emergency  Medical  Treatment  and 
Labor  Act  (EMTALA),  also  known  as  the 
patient  antidumping  statute.  Section 
9121  of  the  Consolidated  Omnibus 
Budget  Reconciliation  Act  of  1985 
(COBRA),  Public  Law  99-272, 
incorporated  the  responsibilities  of 
Medicare  hospitals  in  emergency  cases 
into  the  Social  Security  Act.  Congress 
incorporated  these  antidumping 
provisions  within  the  Act  as  a  part  of 
the  hospital’s  provider  agreement  to 
ensure  that  any  individual  with  an 
emergency  medical  condition  is  not 
denied  essential  lifesaving  services. 
Under  section  1866(a)(l)(I)(i)  of  the  Act, 
a  hospital  that  fails  to  fulfill  its 
EMTALA  obligations  under  these 
provisions  may  be  subject  to 
termination  of  its  Medicare  provider 
agreement,  which  would  result  in  loss 
to  the  hospital  of  all  Medicare  and 
Medicaid  payments. 

Section  1867  of  the  Act  sets  forth 
requirements  for  medical  screening 
examinations  for  individuals  who  come 
to  the  hospital  and  request  examination 
or  treatment  for  a  medical  condition. 

The  section  further  provides  that  if  a 
hospital  finds  that  such  an  individual 
has  an  emergency  medical  condition,  it 
is  obligated  to  provide  that  individual 
with  either  necessary  stabilizing 
treatment  or  with  an  appropriate 
transfer  to  another  medical  facility. 

The  regulations  implementing  section 
1867  of  the  Act  are  found  at  42  CFR 
489.24.  The  regulations  at  42  CFR 
489.20(1),  (m),  (q),  and  (r)  also  refer  to 
certain  EMTALA  requirements  outlined 
in  section  1866  of  the  Act.  The 
Interpretive  Guidelines  concerning 
EMTALA  are  found  at  Appendix  V  of 
the  CMS  State  Operations  Manual. 

2.  Changes  Relating  to  Applicability  of 
Sanctions  Under-EMTALA 

Section  1135  of  the  Act  authorizes  the 
Secretary  to  temporarily  waive  or 
modify  the  application  of  several 
requirements  of  titles  XVIII,  XIX,  or  XXI 
of  the  Act  (the  Medicare,  Medicaid,  and 
Children’s  Health  Insurance  Program 
provisions),  and  their  implementing 
regulations  in  an  emergency  area  during 
an  emergency  period.  Section  1135(g)(1) 
of  the  Act  defines  an  “emergency  area” 
as  the  geographical  area  in  which  there 
exists  an  emergency  or  disaster  declared 
by  the  President  pursuant  to  the 


National  Emergencies  Act  or  the  Robert 
T.  Stafford  Disaster  Relief  and 
Emergency  Assistance  Act  (subsection 
A)  and  a  public  health  emergency 
declared  by  the  Secretary  pursuant  to 
section  247d  of  Title  42  of  the  United 
States  Code.  Section  1135(g)(1)  of  the 
Act  also  defines  an  “emergency  period” 
as  the  period  during  which  such  a 
disaster  or  emergency  exists.  Section 
1135(b)  of  the  Act  lists  the  categories  of 
otherwise  applicable  statutory  and 
regulatory  requirements  that  may  be 
waived  or  modified.  Included  among 
these  are  the  waiver  of  sanctions  under 
EMTALA  for,  in  subparagraph  (b)(3)(A), 
a  transfer  of  an  individual  who  has  not 
been  stabilized  (if  the  transfer  is 
necessitated  by  the  circumstances  of  the 
declared  emergency  in  the  emergency 
area  during  the  emergency  period)  in 
violation  of  the  EMTALA  requirements 
governing  transfer  of  an  individual 
whose  emergency  medical  condition  has 
not  been  stabilized  (section  1867(c)  of 
the  Act)  and,  in  subparagraph  (b)(3)(B), 
the  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
in  an  alternate  location,  pursuant  to  an 
appropriate  State  emergency 
preparedness  plan.  Section  1135(b)  of 
the  Act  further  states  that,  except  for 
certain  emergencies  involving  pandemic 
infectious  disease  (described  in  further 
detail  below), ja  waiver  or  modification 
provided  for  under  section  1135(b)(3)  of 
the  Act  shall  be  limited  to  a  72-hour 
period  beginning  upon  implementation 
of  a  hospital  disaster  protocol. 

Section  302(b)  of  the  Pandemic  and 
All-Hazards  Preparedness  Act,  Public 
Law  109-417,  made  two  specific 
changes  that  affect  EMTALA 
implementation  in  instances  where  the 
Secretary  has  invoked  the  section  1135 
waiver  authority  in  an  emergency  area 
during  an  emergency  period.  Section 
302(b)(1)(A)  of  Public  Law  109-417 
amended  section  1135(b)(3)(B)  of  the 
Act  to  state  that  sanctions  for  the 
direction  or  relocation  of  an  individual 
for  screening  may  be  waived  where,  in 
the  case  of  a  public  health  emergency 
that  involves  a  pandemic  infectious 
disease,  that  direction  or  relocation 
occurs  pursuant  to  a  State  pandemic 
preparedness  plan,  or  to  an  appropriate 
State  emergency  preparedness  plan.  In 
addition,  sections  302(b)(1)(B)  and 
(b)(1)(C)  of  Public  Law  109—417 
amended  section  1135(b)  of  the  Act  to 
further  state  that  “if  a  public  health 
emergency  involves  a  pandemic 
infectious  disease  (such  as  pandemic 
influenza),  the  duration  of  a  waiver  or 
modification  for  such  emergency  shall 
be  determined  in  accordance  with 
section  1135(e)  of  the  Act  as  such 
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subsection  applies  to  public  health 
emergencies.” 

In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47413),  we 
amended  the  regulations  at 
§  489.24(a)(2)  (which  refers  to  the 
nonapplicability  of  certain  EMTALA 
provisions  in  an  emergency  area  during 
an  emergency  period)  to  incorporate  the 
changes  made  to  section  1135  of  the  Act 
by  the  Pandemic  and  All-Hazards 
Preparedness  Act.  We  amended  the 
regulations  to  specify  that,  under  a 
section  1135  waiver,  the  sanctions  that 
do  not  apply  are  either  those  for  the 
inappropriate  transfer  of  an  individual 
who  has  not  been  stabilized  or  those  for 
the  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
at  an  alternate  location.  We  also  added 
a  second  sentence  to  paragraph  (a)(2)  to 
state  that  a  waiver  of  these  sanctions  for 
EMTALA  violations  is  limited  to  a  72- 
hour  period  beginning  upon  the 
implementation  of  a  hospital  disaster 
protocol,  except  that  if  a  public  health 
emergency  involves  a  pandemic 
infectious  disease  (such  as  pandemic 
influenza),  the  duration  of  the  waiver 
will  be  determined  in  accordance  with 
section  1135(e)  of  the  Act  as  it  applies 
to  public  health  emergencies.  In  the  FY 
2009  IPPS  final  rule  (73  FR  28667),  we 
made  a  technical  change  to  the 
regulations  at  §  489.24(a)(2)  by  adding 
section  1135  language  we  had 
•inadvertently  left  out  when  we  made 
changes  to  the  regulations  at 
§  489.24(a)(2)  in  the  FY  2008  IPPS  final 
rule  with  comment  period.  Specifically, 
we  added  the  phrases  “pursuant  to  an 
appropriate  State  emergency 
preparedness  plan  or,  in  the  case  of  a 
•  public  health  emergency  that  includes  a 
pandemic  infectious  disease,  pursuant 
to  a  State  pandemic  preparedness  plan” 
and  “during  an  emergency  period,”  to 
make  the  regulatory  language  consistent 
with  the  statutory  text.  Existing 
§  489.24(a)(2)  states  that  “Sanctions 
under  this  section  for  an  inappropriate 
transfer  during  a  national  emergency  or 
for  the  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
at  an  alternate  location  pursuant  to  an 
appropriate  State  emergency 
preparedness  plan  or,  in  the  case  of  a 
public  health  emergency  that  involves  a 
pandemic  infectious  disease,  pursuant 
to  a  State  pandemic  preparedness  plan 
do  not  apply  to  a  hospital  with  a 
dedicated  emergency  department 
located  in  an  emergency  area  during  an 
emergency  period,  as  specified  in 
section  1135(g)(1)  of  the  Act.  A  waiver 
of  these  sanctions  is  limited  to  a  72-hour 
period  beginning  upon  the 
implementation  of  a  hospital  disaster 


protocol,  except  that,  if  a  public  health 
emergency  involves  a  pandemic 
infectious  disease  (such  as  pandemic 
influenza),  the  Waiver  will  continue  in 
effect  until  the  termination  of  the 
applicable  declaration  of  a  public  health 
emergency,  as  provided  for  by  section 
1135(e)(1)(B)  of  the  Act.” 

As  we  discussed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24194  through  24195),  after  further 
review  of  the  revised  regulatory 
language  as  compared  to  the  statutory 
language  at  section  1135  of  the  Act,  we 
believe  that  further  revisions  to  the 
language  of  §  489.24(a)(2)  are  necessary 
to  make  the  language  conform  more 
closely  to  the  language  of  section  1135 
of  the  Act  and  better  reflect  how  the 
section  1135  authority  has  been  used  in 
practice.  Specifically,  we  stated  that  we 
believe  that  the  regulatory  language 
should  be  revised  to  be  more  consistent 
with  the  language  in  the  statute  to  state 
that  EMTALA  sanctions  for  an 
inappropriate  transfer  may  be  waived 
only  if  the  inappropriate  transfer  arises 
out  of  the  circumstances  of  the 
emergency.  We  further  proposed  to 
amend  the  regulations  to  provide  that 
the  sanctions  waived  for  both  an 
inappropriate  transfer  and  the 
redirection  or  relocation  of  an 
individual  to  receive  a  medical 
screening  examination  at  an  alternate 
location  are  only  applicable  if  the 
hospital  does  not  discriminate  on  the 
basis  of  an  individual’s  source  of 
payment  or  ability  to  pay.  These 
additional  requirements  (which  are 
underlined)  are  currently  not  included 
in  the  regulations  text  at  §  489.24(a)(2). 
To  ensure  that  the  language  of  the 
regulations  is  fully  consistent  with  the 
statutory  language  at  section  1135  of  the 
Act,  we  stated  that  we  believe  the 
regulations  need  to  be  clarified  to 
include  these  provisions. 

In  addition,  as  we  stated  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule,  we  believe  the  existing  regulations 
do  not  adequately  reflect  the  Secretary’s 
authority  under  section  li35  of  the  Act 
to  waive  or  modify  requirements  for  a 
single  health  care  provider,  a  class  of 
health  care  providers,  or  a  geographic 
subset  of  health  care  providers  located 
within  an  emergency  area  during  an 
emergency  period.  The  language  at 
section  1135(h)  of  the  Act  states: 

“To  the  extent  necessary  to 
accomplish  the  purpose  specified  in 
subsection  (a),  the  Secretary  is 
authorized,  subject  to  the  provisions  of 
this  section,  to  temporarily  waive  or 
modify  the  application  of,  with  respect 
to  health  care  items  and  services 
furnished  by  a  health  care  provider  (or 
classes  of  health  care  providers)  in  any 


emergency  area  (or  portion  of  such  an 
area)  during  any  portion  of  an 
emergency  period,  the  requirements  of 
titles  XVIII,  XIX,  or  XXI,  or  any 
regulation  thereunder  (and  the 
requirements  of  this  title  other  than  this 
section,  and  regulations  thereunder, 
insofar  as  they  relate  to  such  titles), 
pertaining  to — ”  (emphases  added). 

Thus,  it  is  clear  from  the  emphasized 
text  that  waivers  under  the  section  1135 
authority  may  be  tailored  and  applied  to 
one  or  more  hospitals  in  the  emergency 
area  (or  portion  thereof)  during  some  or 
all  of  the  emergency  period,  as 
necessary.  However,  the  existing 
regulations  may  inadvertently  imply, 
contrary  to  the  flexibility  clearly 
contemplated  in  the  statute,  that  all 
hospitals  in  all  portions  of  an 
emergency  area  during  an  entire 
emergency  period  automatically  receive 
a  waiver  of  EMTALA  sanctions.  In  the 
proposed  rule,  we  proposed  revisions  to 
the  regulation  text  to  clarify  this  issue. 

We  proposed  to  revise  the  regulations 
to  further  clarify  that  the  Secretary  has 
the  authority  to  implement  a  section 
1135  waiver  as  necessary  to  ensure  that 
the  purpose  of  section  1135(a)  of  the  Act 
can  be  achieved.  That  is,  the  Secretary 
is  authorized  to  apply  a  section  1135 
waiver,  for  example,  to  one  or  more 
hospitals  in  the  emergency  area  (or 
portion  thereof)  during  some  or  all  of 
the  emergency  period,  as  necessary.  The 
Secretary  may  delegate  implementation 
of  a  waiver  of  EMTALA  sanctions  to 
CMS  (as  the  Secretary  has  done  in  every 
instance  in  which  the  section  1135 
waiver  authority  has  been  invoked  thus 
far.) 

In  summary,  we  proposed  to  revise 
the  regulations  at  §  489.24(a)(2)  to  state 
that  a  waiver  of  EMTALA  sanctions 
pursuant  to  an  inappropriate  transfer 
only  applies  if  the  transfer  arises  out  of 
the  circumstances  of  the  emergency.  We 
also  proposed  to  revise  the  regulations 
to  provide'  that  the  sanctions  waived  for 
an  inappropriate  transfer  or  for  the 
relocation  or  redirection  of  an 
individual  to  receive  a  medical 
screening  examination  at  an  alternate 
location  are  only  in  effect  if  the  hospital 
to  which  the  waiver  applies  does  not 
discriminate  on  the  source  of  an 
individual’s  payment.or  ability  to  pay. 
In  addition,  we  proposed  to  revise  the 
regulations  to  state  that  the  Secretary 
has  the  authority  to  apply  the  waiver  of 
EMTALA  sanctions  to  one  or  more 
hospitals  in  a  portion  of  an  emergency 
area  or  a  portion  of  an  emergency 
period. 

Comment:  Several  commenters 
supported  the  proposed  changes  to  the 
regulations  to  make  them  conform  more 
closely  to  the  statutory  text.  The 
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commenters  agreed  with  the  addition  to 
the  regulations  stating  that  a  waiver  of 
EMTALA  sanctions  would  only  apply  if 
the  hospital  does  not  discriminate  on  an 
individual’s  insurance  status  or  ability 
to  pay.  The  commenters  also  stated  that 
revising  the  regulations  to  clarify  that  • 
the  Secretary  has  the  authority  to  waive 
EMTALA  sanctions  for  a  portion  of 
hospitals  in  an  emergency  area  during  a 
portion  of  an  emergency  period  will 
enable  the  Secretary  to  waive  EMTALA 
sanctions  in  a  more  expeditious  manner 
when  a  public  health  emergency  is 
declared. 

Response:  We  thank  the  commenters 
for  their  support  of  the  proposals  and 
are  finalizing  the  provisions  regarding  a 
waiver  of  EMTALA  sanctions  only  if  the 
hospital  does  not  discriminate  based  on 
an  individual’s  source  of  payment  and 
ability  to  pay  and  the  Secretary’s 
authority  to  waive  EMTALA  sanctions 
for  a  portion  of  an  emergency  area  and 
during  a  portion  of  an  emergency 
period. 

Comment:  One  commenter  supported 
the  intent  of  the  law  that  a  waiver  of 
sanctions  under  EMTALA  only  applies 
if  the  transfer  does  not  discriminate 
based  on  insurance  status.  However,  the 
commenter  questioned  whether  the 
regulations  need  to  be  revised  to  include 
this  provision  because  the  law  is  already 
quite  clear.  The  commenter  questioned 
the  involvement  of  the  Secretary  in 
declaring  a  public  health  emergency  in 
order  to  invoke  the  waiver.  Specifically, 
the  commenter  stated  that  “It  is  not 
evident  to  us  that  the  government  is  in 
a  position  to  be  able  to  determine  which 
hospitals  within  a  public  health 
emergency  declaration  should  be 
granted  a  waiver  from  the  EMTALA 
requirements  and  which  ones  should 
not.”  The  commenter  further  stated  that 
emergency  situations  tend  to  be  chaotic 
and  it  may  be  difficult  to  gather 
information.  The  commenter  believed 
that  efforts  should  be  focused  on  patient 
care  and  not  the  applicability  of  waivers 
to  specific  hospitals.  Therefore,  the 
commenter  requested  that  the  waiver  be 
granted  to  an  entire  area.  The 
commenter  also  asked  for  clarification . 
on  the  timeliness  of  the  declaration  of 
a  public  health  emergency.  Specifically, 
the  commenter  stated  that  “YVe  have  an 
additional  concern  regarding  the 
timeliness  of  a  Secretary’s  declaration  of 
a  public  health  emergency,  when  in  fact 
events  are  likely  to  be  ahead  of  any  such 
decision.  We  understand  that  such 
declarations  can  be  retroactive  to  an 
earlier  date,  but  this  still  begs  the 
question  of  timeliness.”  The  commenter 
requested  information  on  how  to  obtain 
an  extension  of  a  waiver  of  EMTALA 
sanctions  past  72  hours.  The  commenter 


stated  that  the  rule  is  not  clear  and 
asked  for  simplicity  and  clarity  on  how, 
at  the  local  level,  the  request  for  an 
extension  or  designation  of  a  public 
health  emergency  can  be  communicated 
to  the  authorities. 

Another  commenter  supported  the 
proposed  provision,  which 
acknowledges  the  Secretary’s  authority 
to  apply  the  waiver  to  particular 
hospitals  because,  for  example,  level  I 
and  II  trauma  centers  may  be  better 
equipped  to  handle  a  public  health 
emergency.  The  commenter  further 
stated  that  “We  do  have  concerns  with 
the  process  for  the  Secretary,  DHHS  to 
declare  a  public  health  emergency 
expeditiously  enough  to  allow  for 
emergency  department  readiness  *  *  *. 
We  ask  CMS  to  be  aware  of  this  and 
enforce  the  law  and  regulations 
judiciously.” 

Response:  We  believe  that  our 
proposal  to  amend  the  regulations  to 
state  that  a  waiver  of  sanctions  can  only 
be  applied  if  the  hospital  does  not 
discriminate  on  the  basis  of  an 
individual’s  source  of  payment  or 
ability  to  pay  is  necessary  to  ensure  that 
the  regulations  reflect  the  entirety  of 
statutory  constraints  related  to  a  waiver 
of  EMTALA  sanctions  under  section 
1135  of  the  Act  and  that  hospitals  are 
aware  of  the  requirements  they  must 
meet  in  order  to  receive  a  waiver. 
Furthermore,  we  emphasize  that  the 
requirement  not  to  discriminate  on  an 
individual’s  source  of  payment  or 
ability  to  pay  in  order  for  a  waiver  of 
sanctions  to  be  granted  applies  to  both 
the  waiver  of  sanctions  governing  an 
inappropriate  transfer  and  the  waiver  of 
sanctions  for  the  direction  or  relocation 
of  an  individual  to  receive  a  medical 
screening  at  an  alternate  location.  In 
.response  to  the  involvement  of  the 
Secretary  in  declaring  a  public  health 
emergency,  the  statute  requires  the 
Secretary  to  declare  a  public  health 
emergency  under  42  U.S.C.  247d  in 
order  to  invoke  the  section  1135  waiver 
authority.  In  response  to  the  comment 
regarding  extending  a  waiver  of 
EMTALA  sanctions  beyond  72  hours, 
section  1135(b)  of  the  Act  expressly 
limits  the  duration  of  the  waiver  to  72 
hours  (beginning  with  the 
implementation  of  a  hospital  disaster 
protocol)  unless  the  public  health 
emergency  involves  a  pandemic 
infectious  disease.  Permitting  a  waiver 
of  sanctions  beyond  that  72-hour  period 
(except  in  the  case  of  a  pandemic 
infectious  disease)  would  require  a 
change  in  the  law.  We  will  continue  to 
work  with  State  and  local  officials  to 
improve  the  communication  that  is 
needed  to  provide  for  timely  and 
appropriate  patient  care  during  declared 


emergencies.  We  further  note  that  a 
waiver  of  EMTALA  sanctions  can  be 
implemented  retroactive  to  the 
beginning  of  the  emergency  period. 

Comment:  The  majority  of 
commenters  disagreed  with  the 
proposed  language  at  §489.24(a)(2)(i)(A) 
which  specifies  that  “If  relating  to  an 
inappropriate  transfer,  the  transfer 
arises  out  of  the  circumstances  of  the 
emergency.”  The  commenters  stated 
that  this  language  is  not  consistent  with 
the  statute  and  could  be  interpreted  too 
narrowly  and  misconstrued  as  only 
providing  a  waiver  of  sanctions  if  the 
individual’s  “*  *  *  emergency  medical 
condition  is  the  direct  result  of  the 
public  health  emergency.”  The 
commenters  stated  that  Congress’  intent 
was  not  to  provide  a  waiver  of  sanctions 
in  scenarios  where  the  individual’s 
emergency  medical  condition  was 
related  to  the  declared  emergency  but  to 
provide  for  a  waiver  of  sanctions  in 
cases  where  the  hospital  had  to  transfer 
the  individual  in  a  manner  that  is 
inconsistent  with  an  appropriate 
transfer  under  EMTALA  because  of 
circumstance  of  the  emergency.  The 
commenters  recommended  that  CMS 
revise  the  proposed  regulation  text  at 
§489.24(a)(2)(i)(A)  so  that  it  reads  “If 
relating  to  an  inappropriate  transfer,  the 
transfer  is  necessitated  by  the 
circumstances  of  the  declared 
emergency.” 

Another  commenter  opposed  the 
inclusion  of  the  language  “If  relating  to 
an  inappropriate  transfer,  the  transfer 
arises  out  of  the  circumstances  of  the 
emergency”"*  *  *  on  the  grounds  that 
it  is  vague,  likely  to  be  arbitrary  in  its 
application,  and  not  required  by  the 
language  of  the  Act.”  The  commenter 
.  further  stated  that  such  a  regulatory 
requirement  would  necessitate  that  the 
hospital,  its  legal  counsel,  CMS,  and  the 
courts  be  able  to  determine  the 
difference  between  the  transfers  that  are 
due  to  the  underlying  disaster  or 
emergency  in  the  geographic  area  and 
those  transfers  that  are  not  the  result  of 
the  underlying  disaster  or  emergency. 
The  commenter  stated  that  “To 
distinguish  between  situations  that  do 
and  do  not  arise  out  of  the 
circumstances  is  likely  to  be  arbitrary  at 
best.  Also  the  administrative  and 
litigation  proceedings  that  wili  result 
from  adding  such  a  vague  condition  will 
only  hamper  the  purpose  and 
requirements  of  the  Act.” 

Response:  We  agree  with  the 
commenters  that  the  intent  of  the  statute 
is  tc  provide  flexibility  in  cases  where 
an  inappropriate  transfer  may  arise  out 
of  conditions  relating  to  the  declared 
emergency  and  that  it  is  not  a 
requirement  that  an  individual’s 
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emergency  medical  condition  be  a  direct 
result  of  the  public  health  emergency  in 
order  for  sanctions  to  be  waived.  To 
address  the  commenters’  concerns  and 
minimize  confusion  regarding 
applicability  of  the  policy  described  at 
§489.24(a)(2)(i)(A),  in  this  final  rule,  we 
are  revising  the  regulatory  text  to  state: 
“The  transfer  is  necessitated  by  the 
circumstances  of  the  declared 
emergency  in  the  emergency  area  during 
the  emergency  period.”  We  are  * 
removing  the  phrase  “If  relating  to” 
under  both  paragraphs  (a)(2)(i)(A)  and 
(a)(2)(i)(B)  of  §489.24  to  provide  for 
further  consistency  with  the  statutory 
language  and  clarify  that  sanctions  can 
only  be  waived  for  an  inappropriate 
transfer  and  for  the  direction  or 
relocation  of  an  individual  to  receive  a 
medical  screening  and  not  for  any 
action  “related  to”  these  events.  In 
response  to  the  commenter  who  stated 
that  including  language  pertaining  to  an 
inappropriate  transfer  would  result  in 
administrative  and  litigation 
proceedings,  currently  the  statute  limits 
the  waiver  related  to  inappropriate 
transfers  to  transfers  necessitated  by  the 
circumstances  of  the  declared 
emergency  in  the  emergency  area  during 
the  emergency  period.  This  is  not  a  new 
requirement  under  the  law.  Therefore, 
we  do  not  believe  that  reflecting  the 
statutory  requirement  in  the  regulations 
will  have  any  effect  on  the  likelihood  of 
administrative  and  litigation 
proceedings. 

Comment:  One  commenter  stated  that 
regulations  governing  the  application  of 
sanctions  should  be  as  flexible  as 
possible  because  of  the  innumerable 
types  of  emergency  situations  that  may 
occur  and  the  varied  hospital  and  State 
responses  that  may  result.  The 
commenter  stated  that  emergency 
situations  are  unpredictable  and  that 
there  may  be  “*  *  *  state  or  hospital 
actions  that  are  critical  for  an  effective 
emergency  response,  but  may 
technically  violate  EMTALA.” 

Therefore,  the  commenter  requested  that 
CMS  adopt  the  EMTALA  Technical 
Advisory  Group’s  (TAG)  high  priority 
recommendation  with  respect  to 
expansion  of  EMTALA  waivers,  which 
is  referred  to  as  recommendation 
number  18  of  the  final  TAG  report. 

Response:  The  commenter  is  referring 
to  the  following  recommendation  made 
by  the  EMTALA  TAG:  “The  TAG 
recommends  that  HHS  pursue  statutory 
and  regulatory  changes,  as  well  as 
changes  to  the  Interpretive  Guidelines, 
addressing  waiving  EMTALA 
obligations  in  an  emergency  as  declared 
by  a  Federal,  State,  county,  or  city 
government  or  by  an  individual 
hospital.” 


The  "EMTALA  TAG  report  containing 
this  recommendation  can  be  found  at 
the  following  Web  site:  http:// 
www.cms.hhs.gov/EMTALA/ 
03_emtalatag.asp#TopOfPage.  The 
recommendation  made  by  the  EMTALA 
TAG  would  require  a  statutory  change. 
Because  implementing  this 
recommendation  would  require 
Congressional  action,  based  on  existing 
statutory  language,  we  are  not  revising 
the  regulation  in  this  final  rule. 

Comment:  Several  commenters  stated 
that  “*  *  *  lessons  learned  from  recent 
disasters  make  it  clear  that  changes  to 
the  law  are  needed  in  order  to  provide 
additional  flexibility  in  regulatory 
enforcement  and  payment  policy  so  that 
hospitals  can  maximize  their  ability  to 
quickly  and  safely  respond  to  the  needs 
of  their  communities  and  patients  in 
disasters.”  The  commenters  stated  that 
they  have  developed  examples  of  where 
changes  and  additional  flexibilities  are 
necessary  and  would  be  willing  to  work 
with  CMS  and  the  Secretary  on 
legislative  proposals  to  address  these 
changes. 

Response:  We  appreciate  the 
commenters’  interest  in  continuing  to 
improve  access  to  patient  care  during 
emergency  situations  and  the 
commenters’  offer  to  work  with  CMS 
and  the  Secretary  on  legislative  changes 
and  future  rulemaking  to  address  the 
need  for  increased  flexibility  for 
hospitals  during  emergency  situations. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final  the  proposed  change  to 
§  489.24(a)(2)  of  the  regulations,  except 
that  we  are  changing  the  language  under 
paragraphs  (a)(2)(i)(A)  and  (a)(2)(i)(B)  as 
noted  above.  The  revised  §  489.24(a)(2) 
reads  as  follows: 

“(i)  When  a  waiver  has  been  issued  in 
accordance  with  section  1135  of  the  Act 
that  includes  a  waiver  under  section 
1135(b)(3)  of  the  Act,  sanctions  under 
this  section  for  an  inappropriate  transfer 
or  for  the  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
at  an  alternate  location  do  not  apply  to 
a  hospital  with  a  dedicated  emergency 
department  if  the  following  conditions 
are  met: 

(A)  The  transfer  is  necessitated  by  the 
circumstances  of  the  declared 
emergency  in  the  emergency  area  during 
the  emergency  period. 

(B)  The  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
at  an  alternate  location  is  pursuant  to  an 
appropriate  State  emergency 
preparedness  plan  or,  in  the  case  of  a 
public  health  emergency  that  involves  a 
pandemic  infectious  disease,  pursuant 
to  a  State  pandemic  preparedness  plan. 


(C)  The  hospital  does  not  discriminate 
on  the  basis  of  an  individual’s  source  of 
payment  or  ability  to  pay. 

(D)  The  hospital  is  located  in  an 
emergency  area  during  an  emergency 
period,  as  those  terms  are  defined  in 
section  1135(g)(1)  of  the  Act. 

(E)  There  is  a  determination  that  a 
waiver  of  sanctions  is  necessary. 

(ii)  A  waiver  of  these  sanctions'  is 
limited  to  a  72-hour  period  beginning 
upon  the  implementation  of  a  hospital 
disaster  protocol,  except  that,  if  a  public 
health  emergency  involves  a  pandemic 
infectious  disease  (such  as  pandemic 
influenza),  the  waiver  will  continue  in 
effect  until  the  termination  of  the 
applicable  declaration  of  a  public  health 
emergency,  as  provided  under  section 
1135(e)(1)(B)  of  the  Act.” 

I.  Rural  Community  Hospital 
Demonstration  Program 
In  accordance  with  the  requirements 
of  section  410A(a)  of  Public  Law  108-, 
173,  the  Secretary  has  established  a  5- 
year  demonstration  program  (beginning 
with  selected  hospitals’  first  cost 
reporting  period  beginning  on  or  after 
October  1,  2004)  to  test  the  feasibility 
and  advisability  of  establishing  “rural 
community  hospitals”  for  Medicare 
payment  purposes  for  covered  inpatient 
hospital  services  furnished  to  Medicare 
beneficiaries.  A  rural  community 
hospital,  as  defined  in  section 
410A(f)(l),  is  a  hospital  that — 

•  Is  located  in  a  rural  area  (as  defined 
in  section  1886(d)(2)(D)  of  the  Act)  or  is 
treated  as  being  located  in  a  rural  area 
under  section  1886(d)(8)(E)  of  the  Act;  * 

•  Has  fewer  than  51  beds  (excluding 
beds  in  a  distinct  part  psychiatric  or 
rehabilitation  unit)  as  reported  in  its 
most  recent  cost  report; 

•  Provides  24-hour  emergency  care 
services;  and 

•  Is  not  designated  or  eligible  for 
designation  as  a  CAH. 

Section  410A(a)(4)  of  Public  Law  108- 
173  states  that  no  more  than  15  such 
hospitals  may  participate  in  the 
demonstration  program. 

As  we  indicated  in  the  FY  2005  IPPS 
final  rule  (69  FR  49078),  in  accordance 
with  sections  410A(a)(2)  and  (a)(4)  of 
Public  Law  108-173  and  using  2002 
data  from  the  U.S;  Census  Bureau,  we 
identified  10  States  with  the  lowest 
population  density  from  which  to  select 
hospitals:  Alaska,  Idaho,  Montana, 
Nebraska,  Nevada,  New  Mexico,  North 
Dakota,  South  Dakota,  Utah,  and 
Wyoming  (Source:  U.S.  Census  Bureau 
Statistical  Abstract  of  the  United  States: 
2003).  Eleven  rural  community 
hospitals  located  within  these  States  are 
currently  participating  in  the 
demonstration  program.  (Of  the  13 
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hospitals  that  participated  in  the  first  2 
years  of  the  demonstration  program,  4 
hospitals  located  in  Nebraska  became 
CAHs  and  withdrew  from  the  program.) 
In  a  notice  published  in  the  Federal 
Register  on  February  6,  2008  (73  FR 
6971  through  6973),  we  announced  a 
solicitation  for  up  to  six  additional 
hospitals  to  participate  in  the 
demonstration  program.  The  February  6, 
2008  notice  specified  the  eligibility 
requirements  for  the  demonstration 
program.  Four  additional  hospitals  were 
selected  to  participate  under  this 
solicitation.  These  four  additional 
hospitals  began  under  the 
demonstration  payment  methodology 
with  the  hospital’s  first  cost  reporting 
period  starting  on  or  after  July  1,  2008. 
The  end  date  of  participation  for  these 
hospitals  is  September  30,  2010.  Two 
hospitals  among  the  hospitals  that  began 
the  demonstratipn  at  the  project’s 
inception  withdrew  from  the 
demonstration  between  April  and  June 
2009.  These  two  hospitals  stated  that 
they  preferred  being  paid  under  the  SCH 
provision  of  the  MIPPA  (Pub.  L.  110- 
275)  instead  of  participating  in  the 
demonstratipn. 

Under  the  demonstration  program, 
participating  hospitals  are  paid  the 
reasonable  costs  of  providing  covered 
inpatient  hospital  services  (other  than 
services  furnished  by  a  psychiatric  or 
rehabilitation,  unit  of  a  hospital  that  is 
a  distinct  part),  applicable  for 
discharges  occurring  in  the  first  cost 
reporting  period  beginning  on  or  after 
the  October  1,  2004  implementation 
date  of  the  demonstration  program  (or 
the  July  1,  2008  date  for  the  newly 
Selected  hospitals).  Payments  to  the 
participating  hospitals  will  be  the  lesser 
amount  of  the  reasonable  cost  or  a  target 
amount  in  subsequent  cost  reporting 
periods.  The  target  amount  in  the 
second  cost  reporting  period  is  defined 
as  the  reasonable  costs  of  providing 
covered  inpatient  hospital  services  in 
the  first  cost  reporting  period,  increased 
by  the  inpatient  prospective  payment 
update  factor  (as  defined  in  section 
1886(b)(3)(B)  of  the  Act)  for  that 
particular  cost  reporting  period.  The 
target  amount  in  subsequent  cost 
reporting  periods  is  defined  as  the 
preceding  cost  reporting  period’s  target 
amount,  increased  by  the  inpatient 
prospective  payment  update  factor  (as 
defined  in  section  1886(b)(3)(B)  of  the 
Act)  for  that  particular  cost  reporting 
period. 

Covered  inpatient  hospital  services 
are  inpatient  hospital  services  (defined 
in  section  1861(b)  of  the  Act),  and 
include  extended  care  services 
furnished  under  an  agreement  under 
section  1883  of  the  Act. 


Section  410A  of  Public  Law  108-173 
requires  that,  “in  conducting  the 
demonstration  program  under  this 
section,  the  Secretary  shall  ensure  that 
the  aggregate  payments  made  by  the 
Secretary  do  not  exceed  the  amount  . 
which  the  Secretary  would  have  paid  if 
the  demonstration  program  under  this 
section  was  not  implemented.” 

Generally,  when  CMS  implements  a 
demonstration  program  on  a  budget 
neutral  basis,  the  demonstration 
program  is  budget  neutral  in  its  own 
terms;  in  other  words,  the  aggregate 
payments  to  the  participating  hospitals 
do  not  exceed  the  amount  that  would  be 
paid  to  those  same  hospitals  in  the 
absence  of  the  demonstration  program. 
This  form  of  budget  neutrality  is  viable 
when,  by  changing  payments  or  aligning 
incentives  to  improve  overall  efficiency, 
or  both,  a  demonstration  program  may 
reduce  the  use  of  some  services  or 
eliminate  the  need  for  others,  resulting 
in  reduced  expenditures  for  the 
demonstration  program’s  participants. 
These  reduced  expenditures  offset 
increased  payments  elsewhere  under 
the  demonstration  program,  thus 
ensuring  that  the  demonstration 
program  as  a  whole  is  budget  neutral  or 
yields  savings.  However,  the  small  scale 
of  this  demonstration  program,  in 
conjunction  with  the  payment 
methodology,  makes  it  extremely 
unlikely  that  this  demonstration 
program  could  be  viable  under  the  usual 
form  of  budget  neutrality.  Specifically, 
cost-based  payments  to  participating 
small  rural  hospitals  are  likely  to 
increase  Medicare  outlays  without 
producing  any  offsetting  reduction  in 
Medicare  expenditures  elsewhere. 
Therefore,  a  rural  community  hospital’s 
participation  in  this  demonstration 
program  is  unlikely  to  yield  benefits  to 
the  participant  if  budget  neutrality  were 
to  be  implemented  by  reducing  other 
payments  for  these  hospitals. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24196),  we 
proposed  two  measures  to  achieve 
budget  neutrality  for  the  demonstration 
program  for  FY  2010,  which,  when 
combined,  would  lead  to  an  adjustment 
in  the  national  inpatient  PPS  rates.  We 
proposed  to  adjust  the  national 
inpatient  PPS  rates  by  an  amount 
sufficient  to  account  for  the  added  costs 
of  this  demonstration  program.  We 
proposed  to  apply  budget  neutrality 
across  the  payment  system  as  a  whole 
rather  than  merely  across  the 
participants  in  this  demonstration 
program.  As  we  discussed  in  the  FY 
2005,  FY  2006,  FY  2007,  FY  2008,  and 
FY  2009  IPPS  final  rules  (69  FR  49183; 
70  FR  47462;  71  FR  48100;  72  FR  47392; 


and  73  FR  48670),  we  believe  that  the 
language  of  the  statutory  budget 
neutrality  requirements  permits  the 
agency  to  implement  the  budget 
neutrality  provision  in  this  manner. 

First,  in  the  proposed  rule,  we 
estimated  the  cost  of  the  demonstration 
program  for  FY  2010  for  the  13 
participating  hospitals.  We  stated  that 
the  estimate  of  the  portion  of  the  budget 
neutrality  adjustment  that  accounts  for 
the  costs  of  the  demonstration  for  FY 
2010  for  9  of  the  13  hospitals  (that  is, 
the  9  hospitals  that  had  participated  in 
the  demonstration  since  its  inception 
and  that  were  continuing  to  participate 
in  the  demonstration)  was  based  on  data 
from  their  first  and  second  year  cost 
reports — that  is,  cost  reporting  periods 
beginning  in  CY  2005  and  CY  2006.  We 
proposed  to  use  these  cost  reports 
because  they  were  the  most  recent 
complete  cost  reports  and  thus  we 
believed  they  enabled  us  to  estimate  FY 
2010  costs  as  accurately  as  possible.  In 
addition,  we  estimated  the  cost  of  the 
demonstration  for  FY  2010  for  the  4 
hospitals  that  joined  the  demonstration 
in  2008  based  on  data  for  their  cost 
reporting  periods  beginning  (October  1 , 
2005,  through  July  1,  2006  (that  is,  cost 
reporting  periods  that  include  CY  2006). 
When  we  added  together  the  estimated 
costs  of  the  demonstration  for  FY  2010 
for  the  9  hospitals  that  had  participated 
in  the  demonstration  since  its  inception 
and  the  4  new  hospitals  selected  in 
2008,  the  proposed  total  estimated  cost 
was  $14,613,632.  This  proposed 
estimated  amount  reflected  the 
difference  between  the  participating 
hospitals’  estimated  costs  under  the 
methodology  set  forth  in  Public  Law 
108-173  and  the  estimated  amount  the 
hospitals  would  have  been  paid  under 
the  IPPS. 

Second,  for  the  proposed  rule, 
because  the  cost  reports  of  all  hospitals 
participating  in  the  demonstration  in  its 
first  year  (that  is,  FY  2005)  had  been 
finalized,  we  were  able  to  determine 
hoW  much  the  cost  of  the  demonstration 
program  exceeded  the  amount  that  was 
offset  by  the  budget  neutrality 
adjustment  for  FY  2005.  For  all  13 
hospitals  that  participated  in  the 
demonstration  in  FY  2005,  the  amount 
was  $7,179,461.  The  total  proposed 
budget  neutrality  offset  amount  to  be 
applied  for  the  demonstration  for  the 
demonstration  for  FY  2010  was  the  sum 
of  these  two  amounts,  or  $21,793,093.  In 
addition,  we  stated  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  that 
the  budget  neutrality  offset  amount  may 
be  different  in  the  IPPS  final  rule  to  the 
extent  that  we  have  more  recent  data. 

We  did  not  receive  any  public 
comments  on  our  proposal. 
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For  this  final  rule,  based  on  more 
recent  data,  we  are  estimating  the  cost 
of  the  demonstration  program  for  FY 
2010  for  the  11  currently  participating 
hospitals.  (As  indicated  previously,  two 
hospitals  recently  withdrew  from  the 
demonstration,  and  we  are  adjusting  the 
estimation,  of  the  cost  of  the 
demonstration  for  FY  2010  for  this  final 
rule  to  reflect  this.)  The  estimate  of  the 
portion  of  the  budget  neutrality 
adjustment  that  accounts  for  the  costs  of 
the  demonstration  for  FY  2010  for  7  of 
the  11  currently  participating  hospitals 
(that  is,  the  7  hospitals  that  have 
participated  in  the  demonstration  since 
its  inception  and  that  continue  to 
participate  in  the  demonstration)  is 
based  on  data  from  their  second  year 
cost  reports — that  is,  cost  reporting 
periods  beginning  in  CY  2006.  We  used 
these  cost  reports  because  they  are  the 
most  recent  complete  cost  reports  and, 
thus,  we  believe  they  enable  us  to 
estimate  FY  2010  costs  for  this  final  rule 
as  accurately  as  possible.  (We  note  that, 
at  the  time  of  the  proposed  .rule,  we  had 
completed  cost  reports  for  cost  reporting 
periods  beginning  in  CY  2005  for  411  of 
the  hospitals  that  had  participated  in 
the  demonstration  since  its  inception 
and  that  were  continuing  to  participate, 
and  complete  cost  reports  for  cost 
reporting  periods  beginning  in  CY  2006 
for  most,  but  not  all,  such  hospitals. 
Because  we  did  not  have  all  cost  reports 
for  cost  reporting  periods  beginning  in 
CY  2006,  we  used  data  from  CYs  2005 
and  2006  to  best  estimate  FY  2010  costs 
for  these  hospitals.  For  this  final  rule, 
we  had  complete  cost  reports  for  cost 
reporting  periods  beginning  in  CY  2006 
for  all  7  currently  participating 
hospitals.  Therefore,  we  used  these  most 
recent  data  to  estimate  costs.)  In 
addition,  we  estimate  the  cost  of  the 
demonstration  for  FY  2010  for  the  4 
hospitals  that  joined  the  demonstration 
in  2008.  For  3  of  the  4  hospitals  that 
joined  the  demonstration  in  2008,  we 
estimate  the  cost  of  the  demonstration 
for  FY  2010  based  on  data  for  their  cost 
reporting  periods  beginning  January  1, 
2007,  through  July  1,  2007.  Similarly, 
we  used  these  cost  reports  because  they 
are  the  most  recent  cost  reports  and, 
thus,  we  believe  they  enable  us  to 
estimate  FY  2010  costs  for  these  3 
hospitals  as  accurately  as  possible.  We 
believe  that  the  estimates  obtained  from 
the  Medicare  inpatient  cost  amounts  on 
these  cost  reports  allow  for  the  most 
accurate  estimation  of  the  cost  of  the 
program  in  FY  2010.  The  remaining 
hospital  of  the  4  that  began  in  2008  is 
an  Indian  Health  Service  (IHS)  provider. 
Historically,  the  hospital  has  not  filed 
standard  Medicare  cost  reports.  In  order 


to  estimate  its  costs,  we  used  an  analysis 
of  Medicare  inpatient  costs  and 
payments  submitted  by  the  hospital  for 
the  cost  reporting  period  of  October  1, 
2005,  through  September  30,  2006.  The 
Medicare  cost  amount  from  this  analysis 
for  the  IHS  provider  is  identical  to  that 
used  in  the  proposed  rule.  We  chose 
this  approach  because  it  is  consistent 
with  our  overall  methodology.  When  we 
add  together  the  estimated  costs  of  the 
demonstration  for  FY  2010  for  the  7 
hospitals  that  have  participated  in  the 
demonstration  since  its  inception  and 
the  4  new  hospitals  selected  in  2008 
based  on  the  more  recent  data,  the  total 
estimated  cost  is  $15,081,251.  This 
estimated  amount  reflects  the  difference 
between  the  participating  hospitals’ 
estimated  costs  under  the  methodology 
set  forth  in  Public  Law  108-173  and  the 
estimated  amount  the  hospitals  would 
have  been  paid  under  the  IPPS. 

Second,  for  this  final  rule,  because  the 
FYs  2005  and  2006  cost  reports  of  all 
hospitals  participating  in  the 
demonstration  in  its  first  and  second 
years  have  been  finalized,  we  are  able  to 
determine  how  much  the  cost  of  the 
demonstration  program  exceeded  the 
amount  that  was  offset  by  the  budget 
neutrality  adjustment  for  FY  2005  and 
FY  2006.  For  all  13  hospitals  that 
participated  in  the  demonstration  in  FY 
2005,  the^ amount  is  $7,856,617.  For  the 
10  hospitals  with  cost  reporting  periods 
that  began  in  FY  2006,  the  amount  is 
$4,203,947.  The  sum  of  these  amounts, 
or  the  amount  by  which  the  cost  of  the 
demonstration  program  exceeded  the 
offset  of  the  budget  neutrality  „ 
adjustment  for  FY  2005  and  FY  2006,  is 
$12,060,564. 

The  total  budget  neutrality  offset 
amount  applied  for  the  demonstration 
for  FY  2010  is  the  sum  of  these  two 
amounts,  or  $27,141,815.  We  discuss 
the  payment  rate  adjustment  that  is 
required  to  ensure  the  budget  neutrality 
of  the  demonstration  program  for  FY 
2010  in  section  II.A.4.  of  the  Addendum 
to  this  final  rule.  This  amount  differs 
from  that  proposed  in  the  proposed  rule 
because  we  used  more  recent  data, 
including  the  finalized  FY  2006  cost 
reports  of  the  hospitals  that  participated 
in  the  second  year  of  the  demonstration 
(these  finalized  reports  enabled  us  to 
now  include  the  amount  by  which  the 
cost  of  the  demonstration  exceeded  the 
amount  that  was  offset  by  the  FY  2006 
budget  neutrality  adjustment). 

/.  Technical  Correction  to  Regulations 
Relating  to  Calculation  of  the  Federal 
Rate  Under  the  IPPS 
Section  412.63  of  the  regulations 
specifies  the  procedures  for  determining 
the  standardized  amounts  for  inpatient 


operating  costs  for  Federal  fiscal  years 
1984  through  2004.  These  standardized 
amounts  included  a  “large  urban  area” 
standardized  amount  for  large  urban 
hospitals  and  an  “other  area” 
standardized  amount  for  hospitals 
located  in  other  areas.  In  the  FY  1989 
IPPS  final  rule,  we  established 
§  412.63(c)(5).  Consistent  with  section 
1886(d)(3)(C)(ii)  of  the  Act, 

§  412.63(c)(5)  states  that,  for  FYs  1987 
through  2004,  CMS  calculated  the 
average  standardized  amounts  by 
excluding  an  estimate  for  IME 
payments.  Accordingly,  beginning  in  FY 
1989,  we  updated  the  standardized 
amounts  using- an  IME  adjustment  factor 
that  excludes  an  estimate  of  IME 
payments.  For  a  complete  discussion  on 
this  adjustment  factor  for  IME,  we  refer 
readers  to  the  FY  1989  IPPS  final  rule 
(53  FR  38538  through  38539). 

Section  1886(d)(3)(A)(iv)  of  the  Act, 
as  amended  by  section  401(a)  of  Public 
Law  108-173,  requires  that,  beginning 
with  FY  2004  and  thereafter,  we 
compute  the  standardized  amount  for 
all  hospitals  in  any  area  equal  to  the 
standardized  amount  for  the  previous 
fiscal  year  for  large  urban  hospitals, 
updated  by  the  applicable  percentage 
update  under  section  1886(b)(3)(B)(i)  of 
the  Act.  In  other  words,  beginning  in  FY 
2004,  we  no  longer  computed  a  “large 
urban  area”  standardized  amount  and  a 
separate  “other  area”  standardized 
amount.  As  a  result  of  this  statutory 
change,  we  established  new  regulations 
at  §  412.64  to  specify  the  computation  of 
the  single  standardized  amount  for  FY 
2005  and  subsequent  fiscal  years  (69  FR 
49077).  With  the  exception  of  removing' 
a  separate  standardized  amount  for  non- 
large  urban  hospitals,  the  regulation  text 
at  §412.64  virtually  mirrors  the 
regulation  text  at  §412.63.  For  FY  2005 
and  subsequent  fiscal  years,  we 
excluded  an  estimate  for  IME  payments 
from  the  calculation  of  the  standardized 
amount  in  accordance  with  section 
1886(d)(3)(A)(iv)  of  the  Act.  However, 
we  inadvertently  omitted  from  §412.64 
the  language  under  paragraph  (c)(5)  of 
§412.63  that  implements  the  exclusion 
of  an  estimate  for  IME  payments  from 
the  calculation  of  the  standardized 
amount  in  accordance  with  section 
1886(d)(3)(A)(iv)  of  the  Act.  Therefore, 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24196  through 
24197),  we  proposed  to  revise 
§  412.64(c)  to  include  this  language  so 
that  §  412.64(c)  reflects  the  statutory 
requirement  under  section 
1886(d)(3)(A)(iv)  of  the  Act  that 
calculation  of  the  standardized  amount 
excludes  IME  payments. 

We  did  not  receive  public  comment 
on  this  technical  correction;  therefore, 
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we  are  adopting  our  proposal  without 
modification. 

VI.  Changes  to  the  IPPS  for  Capital- 
Related  Costs 

A.  Overview 

Section  1886(g)  of  the  Act  requires  the 
Secretary  to  pay  for  the  capital-related 
costs  of  inpatient  acute  hospital  services 
“in  accordance  with  a  prospective 
payment  system  established  by  the 
Secretary.”  Under  the  statute,  the 
Secretary  has  broad  authority  in 
establishing  and  implementing  the  IPPS 
for  acute  care  hospital  inpatient  capital- 
related  costs.  We  initially  implemented 
the  IPPS  for  capital-related  costs  in  the 
Federal  fiscal  year  (FY)  1992  IPPS  final 
rule  (56  FR  43358),  in  which  we 
established  a  10-year  transition  period 
to  change  the  payment  methodology  for 
Medicare  hospital  inpatient  capital- 
related  costs  from  a  reasonable  cost- 
based  methodology  to  a  prospective 
methodology  (based  fully  on  the  Federal 
rate). 

FY  2001  was  the  last  year  of  the  10- 
year  transition  period  established  to 
phase  in  the  IPPS  for  hospital  inpatient 
capital-related  costs.  For  cost  reporting 
periods  beginning  in  FY  2002,  capital 
IPPS  payments  are  based  solely  on  the 
Federal  rate  for  almost  all  acute  care 
hospitals  (other  than  hospitals  receiving 
certain  exception  payments  and  certain 
new  hospitals).  (We  refer  readers  to  the 
FY  2002  IPPS  final  rule  (66  FR  39910 
through  39914)  for  additional 
information  on  the  methodology  used  to 
determine  capital  IPPS  payments  to 
hospitals  both  during  and  after  the 
transition  period.)  The  basic 
methodology  for  determining  capital 
prospective  payments  using  the  Federal 
rate  is  set  forth  in  §412.312  of  the 
regulations.  For  the  purpose  of 
calculating  payments  for  each  discharge, 
currently  the  standard  Federal  rate  is 
adjusted  as  follows: 

(Standard  Federal  Rate)  x  (DRG 
Weight)  x  (Geographic  Adjustment 
Factor  (GAF))  x  (COLA  for  hospitals 
located  in  Alaska  and  Hawaii)  x  (1  + 
Capital  DSH  Adjustment  Factor  + 

Capital  IME  Adjustment  Factor,  if 
applicable). 

B.  Exception  Payments 

The  regulations  at  §  412.348(f) 
provide  that  a  hospital  may  request  an 
additional  payment  if  the  hospital 
incurs  unanticipated  capital 
expenditures  in  excess  of  $5  million  due 
to  extraordinary  circumstances  beyond 
the  hospital’s  control.  This  policy  was 
originally  established  for  hospitals 
during  the  10-year  transition  period,  but 
as  we  discussed  in  the  FY  2003  IPPS 


final  rule  (67  FR  50102),  we  revised  the 
regulations  at  §412.312  to  specify  that 
payments  for  extraordinary 
circumstances  are  also  made  for  cost 
reporting  periods  after  the  transition 
period  (that  is,  cost  reporting  periods 
beginning  on  or  after  October  1,  2001). 
Additional  information  on  the  exception 
payment  for  extraordinary 
circumstances  in  §  412.348(f)  can  be 
found  in  the  FY  2005  IPPS  final  rule  (69 
FR  49185  and  49186). 

During  the  transition  period,  under 
§§  412.348(b)  through  (e),  eligible 
hospitals  could  receive  regular 
exception  payments.  These  exception 
payments  guaranteed  a  hospital  a 
minimum  payment  percentage  of  its 
Medicare  allowable  capital-related  costs 
depending  on  the  class  of  the  hospital 
(§  412.348(c)),  but  were  available  only 
during  the  10-year  transition  period. 
After  the  end  of  the  transition  period, 
eligible  hospitals  can  no  longer  receive 
this  exception  payment.  However,  even 
after  the  transition  period,  eligible 
hospitals  receive  additional  payments 
under  the  special  exceptions  provisions 
at  §  412.348(g),  which  guarantees  all 
eligible  hospitals  a  minimum  payment 
of  70  percent  of  its  Medicare  allowable 
capital-related  costs  provided  that 
special  exceptions  payments  do  not 
exceed  10  percent  of  total  capital  IPPS 
payments.  Special  exceptions  payments 
may  be  made  only  for  the  10  years  from 
the  cost  reporting  year  in  which  the 
hospital  completes  its  qualifying 
project,  and  the  hospital  must  have 
completed  the  project  no  later  than  the 
hospital’s  cost  reporting  period 
beginning  before  October  1,  2001.  Thus, 
an  eligible  hospital  may  receive  special 
exceptions  payments  for  up  to  10  years 
beyond  the  end  of  the  capital  IPPS 
transition  period.  Hospitals  eligible  for 
special  exceptions  payments  are 
required  to  submit  documentation  to  the 
fiscal  intermediary  or  MAC  indicating 
the  completion  date  of  their  project.  (For 
more  detailed  information  regarding  the 
special  exceptions  policy  under 
§  412.348(g),  we  refer  readers  to  the  FY 
2002  IPPS  final  rule  (66  FR  39911 
through  39914)  and  the  FY  2003  IPPS 
final  rule  (67  FR  50102).) 

C.  New  Hospitals 
Under  the  IPPS  for  capital-related 
costs,  §  412.300(b)  of  the  regulations 
defines  a  new  hospital  as  a  hospital  that 
has  operated  (under  current  or  previous 
ownership)  for  less  than  2  years.  For 
example,  the  following  hospitals  are  not 
considered  new  hospitals:  (1)  A  hospital 
that  builds  new  or  replacement  facilities 
at  the  same  or  another  location,  even  if 
coincidental  with  a  change  of 
ownership,  a  change  in  management,  or 


a  lease  arrangement;  (2)  a  hospital  that 
closes  and  subsequently  reopens;  (3)  a 
hospital  that  has  been  in  operation  for 
more  than  2  years  but  has  participated 
in  the  Medicare  program  for  less  than  2 
years;  and  (4)  a  hospital  that  changes  its 
status  from  a  hospital  that  is  excluded 
from  the  IPPS  to  a  hospital  that  is 
subject  to  the  capital  IPPS.  For  more 
detailed  informatiop,  we  refer  readers  to 
the  FY  1992  IPPS  final  rule  (56  FR 
43418).  During  the  10-year  transition 
period,  a  new  hospital  was  exempt  from 
the  capital  IPPS  for  its  first  2  years  of 
operation  and  was  paid  85  percent  of  its 
reasonable  costs  during  that  period. 
Originally,  this  provision  was  effective 
only  through  the  transition  period  and, 
therefore,  ended  with  cost  reporting 
periods  beginning  in  FY  2002.  Because, 
as  discussed  in  the  FY  2003  IPPS  final 
rule  (67  FR  50101),  we  believe  that 
special  protection  to  new  hospitals  is 
also  appropriate  even  after  the  transition 
period,  we  revised  the  regulations  at 
§  412.304(c)(2)  to  provide  that,  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2002,  a  new  hospital  (defined 
under  §  412.300(b))  is  paid  85  percent  of 
its  Medicare  allowable  capital-related 
costs  through  its  first  2  years  of 
operation,  unless  the  new  hospital 
elects  to  receive  full  prospective 
payment  based  on  100  percent  of  the 
Federal  rate.  (We  refer  readers  to  the  FY 
2003  IPPS  final  rule  (67  FR  50101 
through  50102)  for  a  detailed  discussion 
of  the  special  payment  provisions  for 
new  hospitals  under  the  capital  IPPS 
after  the  10-year  transition  period.) 

D.  Hospitals  Located  in  Puerto  Rico 

Section  412.374  of  the  regulations 
provides  for  the  use  of  a  blended 
payment  amount  for  prospective 
payments  for  capital-related  costs  to 
hospitals  located  in  Puerto  Rico. 
Accordingly,  under  the  capital  IPPS,  we 
compute  a  separate  payment  rate 
specific  to  Puerto  Rico  hospitals  using 
the  same  methodology  used  to  compute 
the  national  Federal  .rate  for  capital- 
related  costs.  In  general,  hospitals 
located  in  Puerto  Rico  are  paid  a  blend 
of  the  applicable  capital  IPPS  Puerto 
Rico  rate  and  the  applicable  capital  IPPS 
Federal  rate. 

Prior  to  FY  1998,  hospitals  in  Puerto 
Rico  were  paid  a  blended  capital  IPPS 
rate  that  consisted  of  75  percent  of  the 
capital  IPPS  Puerto  Rico-specific  rate 
and  25  percent  of  the  capital  IPPS 
Federal  rate.  However,  effective  October 
1, 1997  (FY  1998),  in  conjunction  with 
the  change  to  the  operating  IPPS  blend 
percentage  for  hospitals  located  in 
Puerto  Rico  required  by  section  4406  of 
Public  Law  105-33,  we  revised  the 
methodology  for  computing  capital  IPPS 
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payments  to  hospitals  in  Puerto  Rico  to 
be  based  on  a  blend  of  50  percent  of  the 
capital  IPPS  Puerto  Rico  rate  and  50 
percent  of  the  capital  IPPS  Federal  rate. 
Similarly,  in  conjunction  with  the 
change  in  operating  IPPS  payments  to 
hospitals  located  in  Puerto  Rico  for  FY 
2005  required  by  section  504  of  Public 
Law  108-173,  we  again  revised  the 
methodology  for  computing  capital  IPPS 
payments  to  hospitals  located  in  Puerto 
Rico  to  be  based  on  a  blend  of  25 
percent  of  the  capital  IPPS  Puerto  Rico 
rate  and  75  percent  of  the  capital  IPPS 
Federal  rate  effective  for  discharges 
occurring  on  or  after  October  1,  2004. 

E.  Proposed  and  Final  Changes 

1.  FY  2010  MS-DRG  Documentation 
and  Coding  Adjustment 

a.  Background  on  the  Prospective  MS- 
DRG  Documentation  and  Coding 
Adjustments  for  FY  2008  and  FY  2009 

In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47175  through 
47186),  we  adopted  the  MS-DRG 
patient  classification  system  for  the 
IPPS,  effective  October  1,  2007,  to  better 
recognize  patients’  severity  of  illness  in 
Medicare  payment  rates.  Adoption  of 
the  MS-DRGs  resulted  in  the  expansion 
of  the  number  of  DRGs  from  538  in  FY 
2007  to  745  in  FY  2008  (currently  746, 
including  one  additional  MS-DRG 
created  in  FY  2009).  By  increasing  the 
number  of  DRGs  and  more  fully  taking 
into  account  patients’  severity  of  illness 
in  Medicare  payment  rates,  the  MS- 
DRGs  encourage  hospitals  to  change 
their  documentation  and  coding  of 
patient  diagnoses.  In  that  same  final  rule 
with  comment  period  (72  FR  47183),  we 
indicated  that  we  believe  the  adoption 
of  the  MS-DRGs  had  the  potential  to 
lead  to  increases  in  aggregate  payments 
without  a  corresponding  increase  in 
actual  patient  severity  of  illness  due  to 
the  incentives  for  changes  in 
documentation  and  coding. 

Accordingly,  we  established 
adjustments  to  both  the  national 
operating  standardized  amount  and  the 
national  capital  Federal  rate  to  eliminate 
the  estimated  effect  of  changes  in 
documentation  and  coding  resulting 
from  the  adoption  of  the  MS-DRGs  that 
do  not  reflect  real  changes  in  case-mix. 
Specifically,  we  established  prospective 
documentation  and  coding  adjustments 
of  - 1.2  percent  for  FY  2008,  —1.8 
percent  for  FY  2009,  and  - 1.8  percent 
for  FY  2010.  However,  to  comply  with 
section  7(a)  of  Public  Law  110-90, 
enacted  on  September  29,  2007,  in  a 
final  rule  published  in  the  Federal 
Register  on  November  27,  2007  (72  FR 
66886  through  66888),  we  modified  the 
documentation  and  coding  adjustment 


for  FY  2008  to  -0.6  percent,  and 
consequently  revised  the  FY  2008  IPPS 
operating  and  capital  payment  rates, 
factors,  and  thresholds  accordingly, 
with  these  revisions  effective  October  1, 
2007. 

For  FY  2009,  section  7(a)  of  Public 
Law  110-90  required  a  documentation 
and  coding  adjustment  of  —0.9  percent 
instead  of  the  —1.8  percent  adjustment 
established  in  the  FY  2008  IPPS  final 
rule  with  comment  period.  As  discussed 
in  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  48447  and 
48733  through  48774),  we  applied  a 
documentation  and  coding  adjustment 
of  -  0.9  percent  to  the  FY  2009  IPPS 
national  standardized  amounts  and  the 
capital  Federal  rate.  The  documentation 
and  coding  adjustments  established  in 
the  FY  2009  IPPS  final  rule,  as  amended 
by  Public  Law  110-90,  are  cumulative. 
As  a  result,  the  -  0.9  percent 
documentation  and  coding  adjustment 
in  FY  2009  was  in  addition  to  the  -  0.6 
percent  adjustment  in  FY  2008,  yielding 
a  combined  effect  of  - 1.5  percent.  (For 
additional  details  on  the  development 
and  implementation  of  the 
documentation  and  coding  adjustments 
for  FY  2008  and  FY  2009,  we  refer 
readers  to  section  II.D.  of  this  preamble 
and  the  following  rules  published  in  the 
Federal  Register:  August  22,  2007  (72 
FR  47175  through  47186  and  47431 
through  47432);  November  27,  2007  (72 
FR  66886  through  66888);  and  August 
19,  2008  (73  FR  48447  through  48450 
and  48773  through  48775).) 

b.  Prospective  MS-DRG  Documentation 
and  Coding  Adjustment  to  the  National 
Capital  Federal  Rate  for  FY  2010  and 
Subsequent  Years 

As  discussed  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24199  through  24200),  consistent  with 
the  prospective  adjustment  to  the 
national  average  operating  IPPS 
standardized  amounts  (discussed  in 
section  II.D.  of  this  preamble),  under  the 
capital  IPPS  we  also  continue  to  belieye 
that  it  is  appropriate  to  make 
adjustments  to  the  capital  IPPS  rates  to 
eliminate  the  effect  of  any 
documentation  and  coding  changes  as  a 
result  of  the  implementation  of  the  MS- 
DRGs.  These  adjustments  are  intended 
to  ensure  that  future  annual  aggregate 
IPPS  payments  are  the  same  as 
payments  that  otherwise  would  have 
been  made  had  the  prospective 
adjustments  for  documentation  and 
coding  applied  in  FY  2008  and  FY  2009 
accurately  reflected  the  change  due  to 
documentation  and  coding  that 
occurred  in  those  years.  As  noted  above 
in  section  VI.A.  of  this  preamble,  under 
section  1886(g)  of  the  Act,  the  Secretary 


has  broad  authority  in  establishing  and 
implementing  the  IPPS  for  acute  care 
hospital  inpatient  capital-related  costs 
(that  is,  the  capital  IPPS).  We  have 
consistently  stated  since  the  initial 
implementation  of  the  MS-DRG  system 
that  we  do  not  believe  it  is  appropriate 
for  Medicare  expenditures  under  the 
capital  IPPS  to  increase  due  to  MS-DRG 
related  changes  in  documentation  and 
coding.  Accordingly,  we  believe  that  it 
is  appropriate  under  the  Secretary’s 
broad  authority  under  section  1886(g)  of 
the  Act,  in  conjunction  with  section 
1886(d)(3)(A)(vi)  of  the  Act  and  section 
7(b)  of  Public  Law  110-90,  to  make 
adjustments  to  the  capital  Federal  rate 
to  eliminate  the  full  effect  of  the 
documentation  and  coding  changes 
resulting  from  the  adoption  of  the  MS- 
DRGs.  We  believe  that  this  is 
appropriate  because,  in  absence  of  such 
adjustments,  the  effect  of  the 
documentation  and  coding  changes 
resulting  from  the  adoption  of  the  MS- 
DRGs  results  in  inappropriately  high 
capital  IPPS  payments  because  that 
portion  of  the  increase  in  aggregate 
payments  is  not  due  to  an  increase  in 
patient  severity  (and  costs). 

We  have  performed  a  thorough 
retrospective  evaluation  of  the  most 
recent  available  claims  data,  and  the 
results  of  this  evaluation  were  used  by 
our  actuaries  to  determine  any 
necessary  payment  adjustments  beyond 
the  cumulative  - 1.5  percent  adjustment 
applied  in  determining  the  FY  2009 
capital  Federal  rate  to  ensure  budget 
neutrality  for  the  implementation  of 
MS-DRGs.  Specifically,  as  discussed  in 
greater  detail  in  section  II.D.4.  of  the 
preamble  of  this  final  rule,  for  the 
proposed  rule,  we  performed  a 
retrospective  evaluation  of  the  FY  2008 
claims  data  updated  through  December 
2008.  We  updated  that  analysis  for  this 
final  rule  based  on  the  FY  2008  claims 
data  updated  through  March  2009, 
which  confirmed  our  original  analysis. 
Based  on  this  evaluation,  which  is 
described  in  greater  detail  in  section 
II.D.4.  of  this  preamble,  our  actuaries 
have  determined  that  the 
implementation  of  the  MS-DRG  system 
resulted  in  a  2.5  percent  change  in  case- 
mix  due  to  documentation  and  coding 
that  did  not  reflect  real  changes  in  case- 
mix  for  discharges  occurring  during  FY 
2008. 

The  2.5  percent  change  in  FY  2008 
case-mix  due  to  documentation  and 
codiitg  changes  that  did  r\ot  reflect  real 
changes  in  case-mix  for  discharges 
occurring  during  FY  2008  exceeds  the 
-  0.6  percent  prospective 
documentation  and  coding  adjustment 
applied  to  the  FY  2008  capital  Federal 
rate  (as  established  in  the  final  rule 
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published  in  the  Federal  Register  on 
November  27,  2007  (72  FR  66886 
through  66888))  by  1.9  percentage 
points  (2.5  percent  minus  0.6  percent). 
Therefore,  in  the  proposed  rule,  under 
the  Secretary’s  broad  authority  under 
section  1886(g)  of  the  Act,  in 
conjunction  with  section 
1886(d)(3)(A)(vi)  of  the  Act  and  section 
7(b)  of  Public  Law  110-90,  we  proposed 
to  reduce  the  capital  Federal  rate  in  FY 
2010  by  —1.9  percent  to  account  for  the 
amount  by  which  the  2.5  percent  change 
in  FY  2008  exceeds  the  established 
-0.6  percent  adjustment.  Furthermore, 
consistent  with  our  proposal  under  the 
operating  IPPS,  we  proposed  to  leave 
that  proposed  —1.9  percent  adjustment 
in  place  for  subsequent  fiscal  years  to 
account  for  the  effect  in  FY  2010  and 
subsequent  years  of  the  amount  by 
which  the  2.5  percent  change  in  F.Y 

2008  exceeds  the  established  -  0.6 
percent  adjustment. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  sought  public 
comment  on  the  proposed  —1.9  percent 
prospective  adjustments  to  address  the 
effect  of  documentation  and  coding 
changes  unrelated  to  changes  in  real 
case-mix  in  FY  2008.  In  addition,  as  we 
discussed  in  section  II. D.  of  the 
preamble  of  the  proposed  rule,  we 
sought  public  Comment  on  addressing 
in  the  FY  2011  rulemaking  cycle  any 
differences  between  the  increase  in  FY 

2009  case-mix  due  to  documentation 
and  coding  changes  that  do  not  reflect 
real  changes  in  case-mix  for  discharges 
occurring  during  FY  2009  and  the  -  0.9 
percent  prospective  documentation  and 
coding  adjustment  applied  in 
determining  the  FY  2009  capital  Federal 
rate  established  in  the  FY  2009  IPPS 
final  rule. 

Comment:  One  commenter  sought 
clarification  whether  or  not  the  estimate 
of  case-mix  change  related  to 
documentation  and  coding  fully 
considers  the  estimate  of  real  case-mix 
change  for  FYs  2009  and  2010  under  the 
capital  IPPS. 

Response:  Our  actuar  ies’  estimate  of 
real  case-mix  change  under  capital  IPPS 
for  FYs  2009  and  FY  2010  represents  a 
long-term  projection  of  real  case-mix 
growth.  In  contrast,  as  described  above, 
our  actuaries  estimate  of  case-mix 
change  related  to  documentation  and 
coding  changes  in  FY  2008  of  2.5 
percent  is  based  on  a  retrospective 
evaluation  of  actual  FY  2008  claims 
data.  Our  estimate  of  case-mix  change 
related  to  documentation  and  coding  in 
FY  2008  does  not  require  the 
consideration  of  real  case-mix  changes 
since  the  methodology  for  estimating 
the  FY  2008  documentation  and  coding 
effect  does  not,  by  definition,  include 


real  case-mix,  regardless  of  the  actual 
real  case-mix  level  because  it  uses  only 
FY  2008  claims,  as  discussed  in  more 
detail  in  the  comment  responses  in 
section  II.D.4.  of  this  preamble. 

Comment:  In  addition  to  the 
comments  on  the  methodology  and 
economic  impact  of  the  proposed  - 1.9 
percent  documentation  and  coding 
adjustment  discussed  in  section  II.D.4. 
and  section  II.D.5.  of  this  preamble,  a 
few  commenters  specifically  opposed 
the  application  of  the  proposed  - 1.9 
percent  adjustment  to  the  capital 
Federal  rate.  The  commenters  noted  that 
such  a  reduction  in  capital  IPPS 
payments,  coupled  with  the  reductions 
to  capital  IPPS  payments  over  the  past 
few  years,  would  be  difficult  to  sustain 
in  the  current  national  economic 
environment  and  would  affect  hospitals’ 
ability  to  fund  much  needed  capital 
projects.  Accordingly,  the  commenters 
recommended  that  the  proposed 
adjustment  for  documentation  and 
coding  for  FY  2010  not  be  applied  to  the 
capital  Federal  rate. 

Response:  As  explained  above,  we 
believe  that  it  is  appropriate  to  make 
adjustments  to  the  capital  Federal  rate 
to  eliminate  the  full  effect  of  the 
documentation  and  coding  changes 
resulting  from  the  adoption  of  the  MS- 
DRGs,  which  in  the  absence  of  such 
adjustments,  results  in  inappropriately 
high  capital  IPPS  payments  because  that 
portion  of  the  increase  in  aggregate 
payments  is  not  due  to  an  increase  in 
patient  severity  of  illness  (and  costs). 
Our  actuaries  have  determined„and 
MedPAC  has  confirmed,  that  the 
implementation  of  the  MS-DRG  system 
resulted  in  a  change  of  2.5  percent, 
which  represents  the  documentation 
and  coding  effect  that  does  not  reflect 
real  changes  in  case-mix  for  discharges 
occurring  during  FY  2008.  The  impact 
of  these  changes  is  greater  than  the  -  0.6 
percent  prospective  documentation  and 
coding  adjustments  applied  to  the  FY 
2008  capital  Federal  rate.  Therefore,  as 
described  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  we  proposed 
to  adjust  the  FY  2010  capital  Federal 
rate  by  —1.9  percent. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  also  discussed 
our  examination  of  the  differences  in 
case-mix  between  the  FY  2008  claims 
data  in  which  cases  were  grouped 
through  the  FY  2008  GROUPER 
(Version  25.0)  and  the  FY  2009 
GROUPER  (Version  26.0).  As  discussed 
in  section  II.D.5.  of  this  preamble,  this 
was  to  help  inform  our  analysis  of  the 
potential  for  increase  in  the 
documentation  and  coding  effect  in  FY 
2009.  In  FY  2008,  we  were  transitioning 
to  the  fully  implemented  MS-DRG 


relative  weights  and  the  fully 
implemented  cost-based  weights.  We 
found  that  the  use  of  the  transition 
weights  (that  is,  weights  that  were  based 
on  a  50/50  blend  of  the  MS-DRG 
relative  weights  and  the  CMS  DRG 
relative  weights  (72  FR  47276)  mitigated 
the  FY  2008  documentation  and  coding 
effect  on  expenditures.  Specifically,  our 
analysis  of  FY  2008  claims  data  shows 
that,  even  assuming  no  additional 
changes  in  documentation  and  coding 
in  FY  2009,  the  use  of  the  FY  2009  MS- 
DRG  relative  weights  (which  no  longer 
were  based  on  a  blend  of  the  MS-DRGs 
and  the  CMS  DRGs)  results  in  an 
additional  0.7  percent  documentation 
and  coding  effect  in  FY  2009.  Based  on 
these  analyses  and  other  factors,  our 
actuaries  continue  to  estimate  that  the 
cumulative  overall  effect  of 
documentation  and  coding  changes 
under  the  MS-DRG  system  will  be  4.8 
percent.  Our  actuaries  also  estimate  that 
these  changes  will  be  substantially 
complete  by  the  end  of  FY  2009. 
Therefore,  our  current  estimate  of  the 
MS-DRG  documentation  and  coding 
effect  is  2.3  percent  for  discharges 
occurring  during  FY  2009  (that  is,  the 
4.8  percent  total  increase  minus  the  2.5 
percent  increase  from  FY  2008). 
Consistent  with  the  national  operating 
standardized  amounts  presented  in 
section  II.D.4.  of  this  preamble,  we 
proposed  to  address  any  differences 
between  the  increase  in  FY  2009  case- 
mix  due  to  documentation  and  coding 
that  do  not  reflect  real  changes  in  case- 
mix  for  discharges  occurring  during  FY 
2009  and  the  -  0.9  percent  prospective 
documentation  and  coding  adjustment 
applied  to  the  FY  2009  capital  Federal 
rate  in  a  future  rulemaking  after  a  full 
evaluation  of  the  overall  national 
average  changes  in  case-mix  for  FY  2009 
can  be  completed. 

We  continue  to  believe  it  is 
appropriate  to  make  adjustments  to  the 
capital  Federal  rate  to  eliminate  the  full 
effect  of  the  documentation  and  coding 
changes  resulting  from  the  adoption  of 
the  MS-DRGs.  However,  after 
consideration  of  the  public  comments, 
consistent  with  the  application  of  the 
documentation  and  coding  adjustment 
to  the  operating  IPPS  standardized 
amounts  discussed  in  section  II.D.5.  of 
this  preamble,  we  have  determined  that 
it  would  be  appropriate  to  postpone  the 
adoption  of  any  additional 
documentation  and  coding  adjustments 
to  the  capital  IPPS  rates  until  a  full 
analysis  of  FY  2009  case-mix  changes 
can  be  completed.  Although  we  only 
proposed  to  make  a  - 1.9  percent 
adjustment  to  account  for  the  portion  of 
the  estimated  2.5  percent  change  in  FY 
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2008  case-mix  due  to  documentation 
and  coding  changes  that  exceeds  the 

-  0.6  percent  prospective 
documentation  and  coding  adjustment 
applied  to  the  FY  2008  capital  Federal 
rate  (that  is,  2.5  percent  minus  0.6 
percent  =  1.9  percent),  as  noted  above, 
our  current  estimate  of  the  MS-DRG 
documentation  and  coding  effect  for  FY 

2009  is  2.3  percent  (that  is,  the  4.8 
percent  total  increase  minus  the  2.5 
percent  increase  from  FY  2008).  If  the 
estimated  documentation  and  coding 
effect  determined  based  on  a  full 
analysis  of  FY  2009  claims  data  is  more 
or  less  than  our  current  estimates,  it 
would  change  the  anticipated 
cumulative  adjustments  that  we 
currently  estimate  we  would  have  to 
make  for  FY  2008  and  FY  2009 
combined.  In  future  rulemaking,  we  will 
consider  applying  a  prospective 
documentation  and  coding  adjustment 
to  the  capital  IPPS  rates  based  on  a 
complete  analysis  of  FY  2008  and  FY 

2009  claims  data. 

c.  Documentation  and  Coding 
Adjustment  to  the  Puerto  Rico-Specific 
Capital  Rate 

As  discussed  in  the  FY  2010  IPPS/RY 

2010  LTCH  PPS  proposed  rule,  under 
§412.74,  Puerto  Rico  hospitals  are 
currently  paid  based  on  75  percent  of 
the  national  capital  Federal  rate  and  25 
percent  of  the  Puerto  Rico-specific 
capital  rate.  In  the  FY  2009  IPPS  final 
rule  (73  FR  48775),  consistent  with  our 
development  of  the  FY  2009  Puerto 
Rico-specific  operating  standardized 
amount,  we  did  not  apply  the  additional 

-  0.9  percent  documentation  and 
coding  adjustment  (or  the  cumulative 
— 1.5  percent  adjustment)  to  the  FY 
2009  Puerto  Rico-specific  capital  rate. 
However,  we  discussed  that  the  statute 
gives  broad  authority  to  the  Secretary 
under  section  1886(g)  of  the  Act,  with 
respect  to  the  development  of  and 
adjustments  to  a  capital  PPS,  and 
therefore  we  would  not  be  outside  the 
authority  of  section  1 886(g)  of  the  Act 
in  applying  the  documentation  and 
coding  adjustment  to  the  Puerto  Rico- 
specific  portion  of  the  capital  payment 
rate.  As  we  explained  in  that  same  final 
rule,  to  date  we  had  not  yet  applied  a 
documentation  and  coding  adjustment 
to  the  Puerto  Rico-specific  capital  rate 
because  we  have  historically  made 
changes  to  the  capital  IPPS  consistent 
with  those  changes  made  to  the 
operating  IPPS.  We  also  stated  that  we 
may  propose  to  apply  such  an 
adjustment  to  the  Puerto  Rico  capital 
rates  in  the  future. 

As  discussed  in  section  II.D.10.  of  the 
preamble  of  the  proposed  rule'and  in 
this  final  rule,  when  we  performed  a 


retrospective  evaluation  of  the  FY  2008 
claims  data  of  hospitals  located  in 
Puerto  Rico  using  the  same 
methodology  discussed  above,  we  found 
that  the  change  in  case-mix  due  to 
documentation  and  coding  that  did  not 
reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008 
from  hospitals  located  in  Puerto  Rico 
was  approximately  1.1  percent.  Given 
this  case-mix  increase  due  to  changes  in 
documentation  and  coding  under  the 
MS-DRGs,  consistent  with  our  proposal 
to  adjust  the  FY  2010  capital  Federal 
rate  presented  above  and  consistent 
with  our  proposed  adjustment  to  the  FY 
2010  Puerto  Rico-specific  standardized 
amount  discussed  in  section  II.D.10.  of 
the  preamble  of  the  proposed  rule,  in 
the  proposed  rule,  under  the  Secretary’s 
broad  authority  under  section  1886(g)  of 
the  Act,  we  proposed  to  adjust  the 
Puerto  Rico-specific  capital  rate  by  — 1.1 
percent  in  FY  2010  for  the  FY  2008 
increase  in  case-mix  due  to  changes  in 
documentation  and  coding  under  the 
MS-DRGs.  In  addition,  consistent  with 
our  other  proposals  concerning 
prospective  MS-DRG  documentation 
and  coding  adjustments  to  the  capital 
Federal  rate  and  operating  IPPS 
standardized  amounts  presented  in  the 
proposed  rule,  we  proposed  to  leave 
that  proposed  - 1.1  percent  adjustment 
in  place  for  subsequent  fiscal  years  in 
order  to  ensure  that  changes  in 
documentation  and  coding  resulting 
from  the  adoption  of  the  MS-DRGs  do 
not  lead  to  an  increase  in  aggregate 
payment^  not  reflective  of  an  increase  in 
real  case-mix.  We  proposed  that  the 
proposed  1.1  percent  adjustment  would 
be  applied  to  the  capital  Puerto  Rico- 
specific  rate  that  accounts  for  25  percent 
of  payments  to  hospitals  located  in 
Puerto  Rico,  with  the  remaining  75 
percent  based  on  the  national  capital 
Federal  rate,  which  we  proposed  to 
adjust  as  described  above. 

Consequently,  the  proposed  overall 
reduction  to  the  FY  2010  payment  rates 
for  hospitals  located  in  Puerto  Rico  to 
account  for  documentation  and  coding 
changes  would  be  slightly  less  than  the 
reduction  for  IPPS  hospitals  paid  based 
on  100  percent  of  the  national  capital 
Federal  rate.  As  noted  above,  the  Puerto 
Rico-specific  capital  rate  was  not 
adjusted  for  the  effects  of 
documentation  and  coding  changes  in 
FY  2008  or  FY  2009  as  were  the  FY 
2008  and  FY  2009  national  capital 
Federal  rates. 

As  stated  in  section  II.D.10.  of  the 
preamble  of  the  proposed  rule,  we 
sought  public  comment  on  the  proposed 
-  1.1  percent  prospective  adjustment  to 
the  Puerto  Rico-specific  IPPS  rates  in  FY 


2010  for  the  FY  2008  documentation 
and  coding  effect,  including  the 
methodology  for  determining  these 
adjustments.  In  addition,  we  sought 
public  comment  on  addressing  in  the 
FY  2011  rulemaking  cycle  any  increase 
in  FY  2009  case-mix  due  to 
documentation  and  coding  changes  that 
did  not  reflect  real  changes  in  case-mix 
for  discharges  occurring  during  FY 
2009.  We  did  not  receive  any  public 
comments  on  the  proposed  - 1.1 
percent  prospective  adjustment  to  the 
Puerto  Rico-specific  IPPS  rates  in  FY 
2010  for  the  FY  2008  documentation 
and  coding  effect.  However,  as 
discussed  in  greater  detail  above,  in  this 
final  rule,  we  have  determined  that  it 
would  be  appropriate  to  postpone  the 
adoption  of  any  documentation  and 
coding  adjustments  to  the  capital  IPPS 
rates  at  this  time  until  a  full  analysis  of 
FY  2009  case-mix  changes  can  be 
completed.  Any  future  documentation 
and  coding  adjustment  to  the  capital 
Puerto  Rico-specific  IPPS  rates  based  on 
a  complete  analysis  of  FY  2008  and  FY 

2009  claims  data  for  Puerto  Rico 
hospitals  would  be  established  through 
the  notice  and  comment  rulemaking 
process. 

2.  Revision  to  the  FY  2009  IME 
Adjustment  Factor 

In  the  FY  2008  IPPS  final  rule,  we 
established  a  policy  to  phase  out  the 
capital  IPPS  teaching  adjustment  over  a 
3-year  period  because  of  the  high 
positive  aggregate  capital  IPPS  Medicare 
margins  for  teaching  hospitals.  Under 
the  regulations,  as  established  at 
§  412.322(b),  (c),  and  (d),  teaching 
hospitals  would  receive  the  full  capital 
IME  adjustment  for  FY  2008,  but  the 
adjustment  would  be  reduced  by  50 
percent  in  FY  2009,  and  there  would  be 
no  capital  IME  adjustment  for  FY  2010 
and  thereafter. 

As  noted  in  section  VI.A.  of  this 
preamble,  section  4301(b)(1)  of  Public 
Law  111-5  requires  that  the  phase-out 
of  the  capital  IPPS  teaching  adjustment 
specified  at  §  412.322(c)  of  the 
regulations  (that  is,  the  50-percent 
reduction  for  FY  2009)  shall  not  be 
applied,  and  the  Secretary  shall  apply 
§  412.322  without  regard  to  paragraph 
(c)  of  that  section.  Furthermore,  section 
4301(b)(2)  of  the  Public  Law  111-5 
specifies  that  the  law  has  no  effect  on 
§  412.322(d),  which  eliminates  the 
capital  IPPS  teaching  adjustment  for  FY 

2010  and  thereafter.  Therefore,  in  order 
to  reflect  the  current  statutory 
requirements  as  specified  in  section 
4301(b)(1)  of  Public  Law  111-5.,  in  the 
FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  proposed  to  delete 

§  412.322(c)  of  the  existing  regulations. 
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In  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  solicited  public 
comments  on  our  proposed 
implementation  of  section  4301(b)  of 
Public  Law  111-5  concerning  capital 
IME  payments. 

Comment:  Numerous  commenters 
addressed  the  proposal  to  implement 
section  4301(b)  of  Pub.  L.  111-5. 
Specifically,  the  commenters 
unanimously  opposed  the  elimination 
of  the  capital  IME  adjustment  for  FY 
2010.  Many  commenters  discussed  the 
financial  impact  that  eliminating  the 
capital  teaching  adjustment  would  have 
on  teaching  hospitals  across  the  country 
or  in  their  States  and  for  a  particular 
hospital.  Some  commenters  pointed  out 
that  the  level  of  capital  payments  to 
hospitals  is  already  projected  to 
decrease  in  FY  2010  compared  to  FY 
2009.  The  commenters  advised  that  if 
CMS  reversed  the  cut  to  the  capital  IME 
adjustment,  it  would  mitigate  what  the 
commenters  believed  to  be  a  substantial 
decrease  in  capital  payments.  A  large 
number  of  commenters  also  believed 
any  margin  analysis  should  include 
both  the  operating  and  capital  payment 
systems.  They  stated  that  IPPS  is  the 
only  Medicare  payment  system  that 
does  not  provide  a  single  payment  for 
total  cost  (operating  and  capital),  and 
that  hospitals  have  always  used  their 
operating  and  capital  payments  as  if 
they  were  one  payment.  Therefore, 
margin  analysis,  as  well,  should  include 
both  payment  systems. 

The  commenters  indicated  that 
teaching  hospitals  are  the  main 
providers  of  uncompensated  care  and 
often  act  as  the  community  safety  net 
and  added  that  these  responsibilities 
increase  costs  to  teaching  hospitals  in 
addition  to  the  more  traditional  sources 
of  higher  costs  such  as  for  training 
purposes.  They  also  stated  that  these 
safety  net  teaching  hospitals  rely 
heavily  upon  Medicare  capital 
payments  as  a  source  of  stable  revenue 
for  capital  improvements  because  it  is 
often  difficult  for  these  types  of 
hospitals  to  access  affordable  funding. 
One  commenter  indicated  that  Medicare 
capital  payments  are  critical  to  safety 
net  type  hospitals  as  uncompensated 
co,sts  have  increased  and  that  looking  at 
capital  margins  in  isolation  is  not 
indicative  of  the  overall  health  of  a 
hospital. 

Some  commenters  also  found  CMS’ 
proposed  elimination  of  payment  that 
supports  medical  education 
contradictory  to  CMS’  emphasis  on 
quality,  preventive  measures  and 
improved  clinical  outcomes  as  a  method 
of  reducing  cost.  Several  commenters 
also  mentioned  that  CMS’  proposal  is  at 
odds  with  Congress’  intent  when  they 


established  special  payments  for 
teaching  hospitals  as  a  means  of 
Medicare  supporting  medical  education  ' 
until  other  insurers  fill  that  role.  This 
has  not  occurred,  according  to 
commenters;  therefore,  the  requisite 
teaching  adjustment  allows  Medicare  to 
continue  in  this  necessary  role. 

Response:  We  recognize  the 
importance  of  hearing  the  opinions  of 
the  health  care  industry  and  other 
stakeholders,  and  we  have  found  it 
valuable  to  review  the  many  comments 
we  received  on  this  issue.  We  carefully 
considered  our  approach  to  eliminating 
the  capital  teaching  adjustment  and 
were  aware  of  the  reaction  such  an 
action  would  garner.  As  operators  of  the 
Medicare  program,  we  not  only  have  a 
responsibility  to  ensure  quality  of  and 
access  to  care  for  Medicare 
beneficiaries,  we  also  have  a  financial 
responsibility  to  the  program  to  create 
policies  that  are  not  a  detriment  to  its 
financial  viability  as  well  as  to  change 
or  eliminate  those  policies  that  have  a 
negative  financial  effect  to  the  program. 
Consequently,  we  developed  the  policy 
to  eliminate  the  capital  teaching 
adjustment  after  conducting  numerous 
analyses  with  particular  attention  given 
to  capital  Medicare  costs  and  payments 
under  the  capital  IPPS.  It  is  never  our 
intent  to  create  financial  hardship  for 
hospitals,  nor  is  it  our  purpose  to  enable 
some  hospitals  to  experience 
consistently  large  positive  margins.  As 
we  have  discussed  in  previous 
rulemakings  (72  FR  47393;  73  FR 
48672),  the  statutory  history  of  the 
capital  IPPS  suggests  that  the  system  in 
the  aggregate  should  not  provide  for 
continuous,  large  positive  margins.  Our 
analyses  indicated  that  the  adjustments 
for  teaching  hospitals  have  been  a 
contributor  to  the  excessive  capital 
payment  levels  in  previous  years. 

While  we  continue  to  believe  our 
margin  analyses  are  accurate,  we  also 
acknowledge  that  the  analyses  covered 
the  period  from  1996  through  2006, 
using  the  most  recently  available  data  at 
the  time  that  we  proposed  and  adopted 
the  3-year  phase-out  of  the  capital  IME 
adjustment.  In  consideration  of 
numerous  comments  regarding  the 
capital  expenditure  cycle,  as  well  as 
commenters  referencing  other  margin 
analyses  by  outside  sources  that 
indicated  a  decline  in  capital  margins, 
we  conducted  further  capital  margin 
analysis  given  the  availability  of  more 
recent  data.  Specifically,  we  looked  at 
capital  Medicare  margins  for  FY  2007. 
Our  analysis  indicates  that  while 
teaching  hospitals  continue  to 
experience  positive  capital  margins, 
there  is  a  decline  in  these  margins  in 
comparison  to  the  last  year  in  our 


previous  analyses  (2006).  Accordingly, 
we  do  not  believe  eliminating  the 
capital  teaching  adjustment  is  prudent 
at  this  time.  As  we  stated  in  the  FY  2008 
IPPS  final  rule  (72  FR  47397),  we  will 
continue  to  analyze  the  data  concerning 
the  adequacy  of  payments  under  the 
capital  IPPS,  and  may  propose 
adjustments  in  the  future  if  our  analysis 
indicates  such  adjustments  are 
warranted.  However,  in  light  of  our 
most  recent  analysis,  and  in 
consideration  of  some  of  the  comments 
received,  we  are  deleting  the 
requirement  at  §  412.322(d)  of  the 
regulations,  which  eliminates  the  IPPS 
capital  teaching  adjustment  for  FY  2010. 

We  are  adopting,  as  final,  our 
proposal  to  delete  §  412.322(c)  of  the 
existing  regulations.  In  the  absence  of 
existing  §  412.322(c),  the  capital  IPPS 
teaching  adjustment  for  FY  2009  will 
not  be  reduced  by  50  percent  but  will 
be  as  determined  under  §  412.322(b) 

(that  is,  the  full  capital  IME  teaching  - 
adjustment).  We  also  are  deleting 
§  412.322(d)  of  the  existing  regulations, 
which  eliminates  the  teaching 
adjustment  for  FY  2010.  Therefore,  the 
full  capital  IME  teaching  adjustment  is 
restored  for  FY  2010  and  will  be 
determined  under  §  412.322(b).  We  note 
that  we  have  issued  instructions 
(Change  Request  6444,  dated  March  27, 
2009)  to  fiscal  intermediaries  and  MACs 
to  implement  the  change  to  the  capital 
teaching  adjustment  for  FY  2009,  as 
specified  in  section  4301(b)(1)  of  Public 
Law  111-5. 

In  summary,  as  noted  above,  in  this 
final  rule,  as  we  proposed,  we  are 
revising  the  existing  regulations  at 
§412.322  by  deleting  the  language  of 
paragraph  (c).  In  addition,  as  discussed 
above,  we  are  deleting  the  language  of 
paragraph  (d)  in  §412.322.  Both 
paragraphs  (c)  and  (d)  will  be  labeled 
“Repealed.” 

3.  Other  Changes  for  FY  2010 

The  proposed  and  final  annual  update 
to  the  capital  IPPS  national  and  Puerto 
Rico-specific  rates,  as  provided  for  at 
§  412.308(c),  for  FY  2010  is  discussed  in 
section  III.  of  the  Addendum  to  this 
final  rule. 

VII.  Changes  for  Hospitals  Excluded 
From  the  IPPS 

A.  Excluded  Hospitals 

Historically,  hospitals  and  hospital 
units  excluded  from.the  prospective 
payment  system  received  payment  for 
inpatient  hospital  services  they 
furnished  on  the  basis  of  reasonable 
costs,  subject  to  a  rate-of-increase 
ceiling.  An  annual  per  discharge  limit 
(the  target  amount  as  defined  in 
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§  413.40(a))  was  set  for  each  hospital  or 
hospital  unit  based  on  the  hospital’s 
own  cost  experience  in  its  base  year. 

The  target  amount  was  multiplied  by 
the  Medicare  discharges  and  applied  as 
an  aggregate  upper  limit  (the  ceiling  as 
defined  in  §  413.40(a))  on  total  inpatient 
operating  costs  for  a  hospital’s  cost 
reporting  period.  Prior  to  October  1, 

1997,  these  payment  provisions  applied 
consistently  to  all  categories  of  excluded 
providers,  which  included 
rehabilitation  hospitals  and  units  (now 
referred  to  as  IRFs),  psychiatric 
hospitals  and  units  (now  referred  to  as 
IPFs),  LTCHs,  children’s  hospitals,  and 
cancer  hospitals. 

Payment  to  children’s  hospitals  and 
cancer  hospitals  that  are  excluded  from 
the  IPPS  continues  to  be  subject  to  the 
rate-of-increase  ceiling  based  on  the 
hospital’s  own  historical  cost 
experience.  (We  note  that,  in  accordance 
with  §  403.752(a)  of  the  regulations, 
RNHCIs  are  also  subject  to  the  rate-of- 
increase  limits  established  under 
§  413.40  of  the  regulations.) 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24201),  we 
proposed  that  the  percentage  increase  in 
the  rate-of-increase  limits  for  cancer  and 
children’s  hospitals  and  RNHCIs  was 
the  percentage  increase  in  the  proposed 
FY  2010  IPPS  operating  market  basket. 

In  compliance  with  section  404  of  the 
MMA,  in  the  proposed  rule,  we 
proposed  to  replace  the  FY  2002-based 
IPPS  operating  and  capital  market 
baskets  with  the  revised  and  rebased  FY 
2006-based  IPPS  operating  and  capital 
market  baskets  for  FY  2010.  Therefore, 
consistent  with  the  current  law,  based 
on  IHS  Global  Insight,  Inc.’s  2009  first 
quarter  forecast,  with  historical  data 
through  the  2008  fourth  quarter,  we 
proposed  that  the  FY  2010  update  to  the 
IPPS  operating  market  basket  would  be 
2.1  percent  (that  is,  the  current  estimate 
of  the  market  basket  rate-of-increase). 

Consistent  with  our  historical 
approach,  we  calculated  the  proposed 
IPPS  operating  market  basket  for  FY 
2010  using  the  most  recent  data 
available.  However,  we  proposed  that  if 
more  recent  data  became  available  for 
the  final  rule,  we  would  use  them  to 
calculate  the  IPPS  operating  market 
basket  for  FY  2010.  Therefore,  based  on 
IHS  Global  Insight,  Inc.’s  2009  second 
quarter  forecast,  with  historical  data 
through  the  2009  first  quarter,  the  IPPS 
operating  market  basket  update  factor 
for  FY  2010  is  2.1  percent.  Moreover, 
consistent  with  our  proposal  that  the 
percentage  increase  in  the  rate-of- 
increase  limits  for  cancer  and  children’s 
hospitals  and  RNHCIs  would  be  the 
percentage  increase  in  the  FY  2010  IPPS 
operating  market  basket,  the  FY  2010 


rate-of-increase  percentage  that  is 
applied  to  FY  2009  target  amounts  in 
order  to  calculate  the  FY  2010  target 
amounts  for  cancer  and  children’s 
hospitals  and  RNHCIs  is  2.1  percent,  in 
accordance  with  the  applicable 
regulations  in  42  CFR  413.40. 

We  note  that  IRFs,  IPFs,  and  LTCHs, 
which  were  paid  previously  under  the 
reasonable  cost  methodology,  now 
receive  payment  under  their  own 
prospective  payment  systems,  in 
accordance  with  changes  made  to  the 
statute.  In  general,  the  prospective 
payment  systems  for  IRFs,  IPFs,  and 
LTCHs  provided  transition  periods  of 
varying  lengths  during  which  time  a 
portion  of  the  prospective  payment  was 
based  on  cost-based  reimbursement 
rules  under  Part  413.  (However,  certain 
providers  do  not  receive  a  transition 
period  or  may  elect  to  bypass  the 
transition  period  as  applicable  under  42 
CFR  Part  412,  Subparts  N,  O,  and  P.)  We 
note  that  the  various  transition  periods 
provided  for  under  the  IRF  PPS,  the  IPF 
PPS,  and  the  LTCH  PPS  have  ended. 

The  IRF  PPS,  the  IPF  PPS,  and  the 
LTCH  PPS  are  updated  annually.  We 
refer  readers  to  section  IV.  of  the 
Addendum  to  this  final  rule  for  the 
specific  update  changes  to  the  Federal 
payment  rates  for  LTCHs  under  the 
LTCH  PPS  for  RY  2010.  The  annual 
updates  for  the  IRF  PPS  and  the  EPF  PPS 
are  issued  by  the  agency  in  separate 
Federal  Register  documents. 

B.  Criteria  for  Satellite  Facilities  of 
Hospitals 

The  regulations  at  42  CFR  412.22(e) 
specify  the  criteria  that  a  hospital  that 
occupies  space  in  a  building  also  used 
by  another  hospital  or  in  one  or  more 
separate  buildings  located  on  the  same 
campus  as  buildings  used  by  another 
hospital  (also  known  as  a  hospital- 
within-hospital  (HwH))  must  meet  in 
order  to  be  excluded  from  the  IPPS. 
Section  412.22(e)(l)(i)  specifies  that  the 
HwH  must  have  a  governing  body  that 
is  separate  from  the  governing  body  of 
the  hospital  occupying  space  in  the 
same  building  or  on  the  same  campus. 
The  HwH’s  governing  body  must  not  be 
under  the  control  of  the  hospital  with 
which  it  shares  space  in  a  building  or 
on  a  campus,  nor  can  it  be  under  the 
control  of  any  third  entity  that  controls 
both  hospitals. 

As  we  discussed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24201  through  24202),  it  has  come 
to  our  attention  that  there  is  an 
inadvertent  inconsistency  between  the 
governance  and  control  criteria  at 
§412.22(h)(2)(iii)(A)  that  satellite 
facilities  must  meet  in  order  to  be 
excluded  from  the  IPPS  and  the  separate 


governing  body  criteria  at 
§412.22(e)(l)(i)  that  HwHs  must  meet  in 
order  to  be  excluded  from  the  IPPS. 
Specifically,  the  separate  governing 
body  requirement  for  satellite  facilities 
at  §412.22(h)(2)(iii)(A)  mistakenly  omits 
language  regarding  a  third  entity.  In 
particular,  it  fails  to  indicate  that  the 
governing  body  of  the  hospital  of  which 
the  satellite  facility  is  a  part  cannot  be 
under  the  control  of  any  third  entity  that 
controls  both  the  hospital  of  which  the 
satellite  facility  is  a  part  and  the 
hospital  with  which  the  satellite  facility 
is  co-located. 

As  explained  in  past  rulemaking,  we 
believe  satellite  facilities  are  similar 
enough  to  HwHs  to  warrant  application 
of  more  closely  related  criteria  to  both 
types  of  facilities  (67  FR  49982  and 
50105  through  50106).  Specifically, 
satellite  facilities  are  like  HwHs  in  that 
the  satellite  facilities  are  also  physically 
located  in  acute  care  hospitals  that  are 
paid  for  inpatient  services  they  furnish 
under  the  acute  care  IPPS.  Moreover, 
both  satellite  facilities  and  HwHs 
provide  hospital  inpatient  services  that 
are  generally  paid  for  at  higher  rates 
than  would  apply  if  the  facilities  were 
treated  by  Medicare  as  part  of  the  acute 
care  hospitals.  In  view  of  these  facts,  we 
continue  to  believe  that  it  is  important 
to  establish  clear  criteria  for  ensuring 
that  a  satellite  facility  is  not  merely  a 
unit  of  the  acute  care  hospital  with 
which  it  is  co-located,  but  rather  is 
organizationally  and  functionally 
separate  from  the  hospital.  Therefore, 
we  believe  the  separate  governing  body 
requirements  for  satellite  facilities 
should  include  requirements  that  are 
similar  to  those  we  included  at 
§412.22(e)(l)(i)  for  HwHs;  that  is,  that 
the  governing  body  of  the  hospital  of 
which  the  satellite  facility  is  a  part 
cannot  be  under  the  control  of  any  third 
entity  that  controls  both  the  hospital  of 
which  the  satellite  facility  is  a  part  and 
the  hospital  with  which  the  satellite 
facility  is  co-located.  Accordingly,  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  proposed  to  amend 
the  criteria  for  satellite  facilities  at 
§412.22(h)(2)(iii)(A)  by  adding  language 
under  paragraph  (2)  to  state  that,  except 
as  provided  in  proposed  paragraph 
(h)(2)(iii)(A)(2),  the  governing  body  of 
the  hospital  of  which  the  satellite 
facility  is  a  part  cannot  be  under  the 
control  of  any  third  entity  that  controls 
both  the  hospital  of  which  the  satellite 
facility  is  a  part  and  the  hospital  with 
which  the  satellite  facility  is  co-located. 
We  proposed  that  the  revised  criteria 
would  be  effective  with  cost  reporting 
periods  beginning  on  or  after  October  1, 
2009. 
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In  addition,  we  proposed  to  add  a 
"grandfathering”  provision  to  the 
regulations  at  §412.22(h)(2)(iii)(A)(2). 
Currently,  an  IPPS-excluded  hospital 
with  a  satellite  facility  that  has  its 
governing  body  under  the  control  of  a 
third  entity  that  controls  the  hospital  of 
which  the  satellite  facility  is  a  part  and 
the  hospital  with  which  the  satellite 
facility  is  co-located  can  retain  its  IPPS- 
excluded  status.  An  IPPS-excluded 
hospital  that  currently  has  a  satellite 
facility  already  has  its  organizational 
structure  and  financial  systems  in  place. 
We  indicated  that  to  require  now  that  a 
hospital  that  currently  has  a  satellite 
facility  must  meet  the  proposed  new 
separate  governance  criteria  with 
respect  to  that  satellite  facility  could 
create  undue  financial  and 
organizational  difficulties.  This  could 
further  result  in  the  closure  of  the 
satellite  facility  and  the  discontinuation 
of  services  because  of  the  inability  of  the 
hospital  and  its  satellite  facility  to  meet 
the  proposed  new  separate  governance 
criteria.  Therefore,  in  proposed 
§412.22(h)(2)(iii)(A)(2),  we  proposed 
the  following:  “If  a  hospital  and  its 
satellite  facility  were  excluded  from  the 
inpatient  prospective  payment  system 
under  the  provisions  of  this  section  for 
the  most  recent  cost  reporting  period 
beginning  prior  to  October  1,  2009,  the 
hospital  does  not  have  to  meet  the 
requirements  of  paragraph 
(h)(2)(iii)(A)(2)  of  this  section,  with 
respect  to  that  satellite  facility,  in  order 
to  retain  its  IPPS-excluded  status.” 
However,  we  note  that  the 
corresponding  preamble  discussion  of 
this  proposed  provision  included  an 
inadvertent  error.  Specifically,  we  stated 
that  “if  a  hospital  and  its  satellite 
facility  were  excluded  from  the  IPPS 
under  the  provision pf  §  412.22(h)  for 
the  most  recent  cost  reporting  period 
beginning  before  October  1,  2009,  the 
hospital  would  be  required  to  meet  the 
new  separate  governance  criteria  at 
§412.22(h)(2)(iii)(A)(2)  with  respect  to 
that  satellite  facility  in  order  to  retain  its 
IPPS-excluded  status  (proposed 
§  412.22(h)(2)(iii)(A)(2))”  (74  FR  24202). 
We  inadvertently  omitted  the  word 
“not”  in  the  quoted  sentence;  therefore, 
the  latter  portion  of  the  sentence  should 
have  read  “*  *  *  the  hospital  would 
not  be  required  to  meet  the  new  separate 
governance  criteria  at 
§  412.22(h)(2)(iii)(A)(2)  with  respect  to 
that  satellite  facility  in  order  to  retain  its 
IPPS-excluded  status”  (emphasis 
added).  We  note  that  the  regulation  text 
presented  accurately  our  proposed 
policy. 

In  addition,  because  we  proposed  that 
the  proposed  new  separate  governance 


criteria  would  be  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009,  we  indicated  that  a 
hospital  that  establishes  an  additional 
satellite  facility  in  a  cost  reporting 
period  beginning  on  or  after  October  1, 
2009,  will  have  knowledge  of  the 
requirements  that  must  be  met  in  order 
to  retain  its  IPPS-excluded  status  prior 
to  establishing  the  additional  satellite 
facility,  and  it  will  be  able  to  plan 
accordingly.  Furthermore,  no 
organizational  or  financial  relationship 
would  already  be  in  place  with  respect 
to  the  additional  satellite  facility.  Thus, 
there  would  not  be  a  need  for  the 
hospital  and  its  additional  satellite 
facility  to  be  grandfathered.  This 
situation  is  distinguishable  from  a 
hospital  with  a  satellite  facility 
established  in  the  most  recent  cost 
reporting  period  beginning  prior  to 
October  1,  2009,  as  discussed  above. 

Therefore,  in  proposed 
§412.22(h)(2)(iii)(A)(3),  we  stated  the 
following:  “A  hospital  described  in 
paragraph  (h)(2)(iii)(A)(2)  of  this  section 
that  establishes  an  additional  satellite 
facility  in  a  cost  reporting  period 
beginning  on  or  after  October  1,  2009, 
must  meet  the  criteria  in  this  section, 
including  the  provisions  of  paragraph 
(h)(2)(iii)(A)(2)  of  this  section  with 
respect  to  the  additional  satellite 
facility,  in  order  to  be  excluded  from  the 
inpatient  prospective  payment  system.” 
Although  the  proposed  regulation  text, 
the  preamble  discussion  of  our  rationale 
for  not  “grandfathering”  such  facilities, 
and  the  example  set  forth  in  the. 
preamble  (74  FR  24202)  accurately 
captured  the  proposed  policy,  we  note 
that  a  sentence  in  the  preamble 
describing  the  proposed  policy  included 
an  error.  Specifically,  the  sentence 
indicated  that  if  a  hospital  and'its 
satellite  facility  were  excluded  from  the 
IPPS  under  the  provision  of  §  412.22(h) 
for  the  most  recent  cost  reporting  period 
prior  to  October  1,  2009,  and  the 
hospital  establishes  an  additional 
satellite  facility  in  a  cost  reporting 
period  beginning  on  or  after  October  1 , 
2009,  the  hospital  would  not  [sic]  be 
required  to  meet  the  proposed  new 
separate  governance  criteria  at 
§412.22(h)(2)(iii)(A)(2),  with  respect  to 
the  additional  satellite  facility,  in  order 
to  be  excluded  from  the  IPPS.  We  note 
that  there  was  an  inadvertent  inclusion 
of  the  word  “not”  in  this  sentence  as  the 
sentence  was  printed  in  the  Federal 
Register.  The  latter  portion  of  the 
sentence  should  have  read  “*  *  *  the 
hospital  would  be  required  to  meet  the 
new  separate  governance  criteria  at 
§412.22(h)(2)(iii)(A)(l)  with  respect  to 
that  satellite  facility  in  order  to  retain  its 


IPPS-excluded  status”;  that  is,  the 
hospital  and  the  new  additional  satellite 
facility  would  be  required  to  meet  the 
new  separate  governance  criteria  as  well 
as  the  other  applicable  requirements  in 
§  412.22(h),  consistent  with  our 
longstanding  policies. 

In  addition,  we  gave  the  following 
example  of  how  the  amended 
regulations  at  §412.22(h)(2)(iii)(A)(2) 
and  (h)(2)(iii)(A)(3)  would  work. 

Hospital  A  established  a  satellite  facility 
(s-B)  at  Hospital  B  in  a  cost  reporting 
period  beginning  prior  to  October  1, 

2009,  under  the  applicable  criteria  for 
hospitals  and  satellite  facilities  at 
§  412.22(h),  and,  therefore,  the  hospital 
and  that  satellite  facility  were  excluded 
from  the  IPPS  in  the  most  recent  cost 
reporting  period  beginning  prior  to 
October  1,  2009.  If  Hospital  A 
establishes  an  additional  satellite 
facility  (s-C)  at  Hospital  C  in  a  cost 
reporting  period  beginning  on  or  after 
October  1,  2009,  Hospital  A  and  its 
satellite  facility  at  Hospital  C  must  meet 
the  applicable  hospital  and  satellite 
facility  criteria  at  §  412.22(h),  including 
the  new  separate  governance  criteria  at 
paragraph  (h)(2)(iii)(A)(2),  in  order  to  be 
excluded  from  the  IPPS.  Thus,  the 
governing  body  of  Hospital  A  cannot  be 
under  the  control  of  any  third  entity  that 
controls  both  Hospital  A  and  Hospital  C. 
However,  Hospital  A  and  s-B  must 
continue  to  meet  the  other  applicable 
criteria  in  §  412.22(h)  to  be  excluded 
from  the  IPPS. 

Comment:  One  commenter  pointed 
out  that  the  language  in  the  preamble  of 
the  proposed  rule  is  contradictory  to  the 
proposed  regulation  text  with  respect  to 
a  hospital  with  an  existing  satellite 
facility  for  the  most  recent  cost 
reporting  period  prior  to  October  1 , 

2009.  The  preamble  text  stated  that  if  a 
hospital  and  its  satellite  facility  were 
excluded  from  the  IPPS  for  the  most 
recent  cost  reporting  period  prior  to 
October  1,  2009,  and  the  hospital 
establishes  an  additional  satellite  after 
that  date,  the  hospital  would  not  be 
required  to  meet  the  proposed  new 
separate  governance  criteria  with 
respect  to  the  new  satellite(s)  (emphasis 
added).  However,  in  the  proposed 
regulation  text,  we  state  that  this 
hospital  would  be  required  to  meet  the 
new  separate  governance  criteria.  The 
commenter  believed  the  error  was  made 
in  the  preamble  language  and  that  CMS’ 
intent  is  correctly  stated  in  the 
regulation  text. 

Response:  The  commenter  is  correct. 
We  appreciate  the  commenter  bringing 
the  error  to  our  attention.  As  the 
language  in  the  proposed  regulation  text 
at  §412.22(h)(2)(iii)(A)(2)  stated,  “If  a 
hospital  and  its  satellite  facility  were 
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excluded  from  the  inpatient  prospective 
payment  system  under  the  provisions  of 
this  section  for  the  most  recent  cost 
reporting  period  beginning  prior  to 
October  1,  2009,  the  hospital  does  not 
have  to  meet  the  requirements  of 
paragraph  (h)(2)(iii)(A)(2)  of  this 
section,  with  respect  to  that  satellite 
facility,  in  order  to  retain  its  IPPS- 
excluded  status.”  However,  as  the 
proposed  regulation  text  at 
§412.22(h)(2)(iii)(A)(3)  stated,  “A 
hospital  described  in  paragraph 
(h)(2)(iii)(A)(2)  of  this  section  that 
establishes  an  additional  satellite 
facility  in  a  cost  reporting  period  ' 
beginning  on  or  after  October  1,  2009, 
must  meet  the  criteria  in  this  section, 
including  the  provisions  of  paragraph 
(h)(2)(iii)(A)(2)  of  this  section  with 
respect  to  the  additional  satellite 
facility,  in  order  to  be  excluded  from  the 
inpatient  prospective  payment  system.” 

Comment:  Two  commenters 
recommended  that  CMS  withdraw  the 
proposed  change  in  the  satellite  facility 
requirements  until  CMS  produces 
evidence  that  the  proposed  requirement 
is  necessary  in  terms  of  the  impact  on 
the  Medicare  program  or  the  provision 
of  services  to  Medicare  beneficiaries. 

The  commenters  stated  that  CMS 
considered  this  issue  when  the  agency 
established  the  current  “separateness 
criteria,”  and  that  the  language  adopted 
was  sufficient  for  the  purpose.  The 
commenters  believed  that  the  proposed 
language  is  unnecessary  and  adds 
complexity  to  an  already  complex 
regulation. 

Response:  As  we  discussed  in  the 
preamble  of  the  proposed  rule  (74  FR 
24201)  and  in  other  past  rulemaking,  we 
believe  satellite  facilities  are  similar 
enough  to  HwHs  to  warrant  similar 
regulatory  criteria  that  must  be  met  for 
exclusion  from  the  IPPS.  Both  satellite 
facilities  and  HwHs  occupy  space  in,  or 
are  on  the  same  campus  as,  another 
hospital.  As  IPPS-excluded  providers, 
satellite  facilities  and  HwHs  receive 
Medicare  payments  that,  in  general,  are 
higher  than  Medicare  payments  to  IPPS 
providers.  Clearly,  there  is  an  effect  on 
the  Medicare  program  if  Medicare  is 
making  higher  payments  to  a  provider 
that  is  a  satellite  facility  in  name  only. 
Therefore,  to  avoid  the  HwH  or  satellite 
facility  from  being,  in  reality,  a  unit  -of 
the  hospital  in  which  it  is  located,  while 
being  paid  as  an  IPPS-excluded 
provider,  we  established  the 
separateness  and  control  criteria.  Our 
intent  .was  that  the  criteria  for  satellite 
facilities  should  be  similar  to  the  criteria 
for  HwHs.  The  fact  that  the  language 
regarding  control  by  a  third  entity  was 
not  originally  included  in  the  satellite 


facility  criteria  was  an  oversight  that  we 
are  now  correcting. 

Comment:  Two  commenters  urged 
CMS  to  exempt  children’s  hospitals 
from  the  proposed  separate  governance 
criteria  for  satellite  facilities.  They 
believed  that  exempting  children's 
hospitals  is  appropriate  because,  unlike 
other  IPPS-excluded  types  of  providers, 
children’s  hospitals  serve  a  small 
proportion  of  Medicare  patients  that 
wo.uld  otherwise  be  patients  in  an  acute 
care  hospital.  Therefore,  the 
commenters  stated  that  the  concern  over 
shifting  patients  to  maximize 
reimbursement  is  not  an  issue. 

In  addition,  according  to  the 
commenters,  the  proposed  criteria 
would  inhibit  the  ability  of  children’s 
hospitals  to  expand  in  an  efficient  and 
effective  manner  when  responding  to 
community  needs.  The  commenters 
stated  that  an  exemption  from  the 
proposed  separate  governance  criteria 
would  allow  children’s  hospitals  to 
expand  into  space  of  an  affiliated 
hospital  for  children’s  hospitals  that  are 
part  of  large  integrated  health  care 
systems.  They  believed  this  would  be 
the  most  “efficacious  patient-centric” 
way  of  expansion  as  opposed  to  opening 
and  operating  a  pediatric  unit  in  another 
acute  care  hospital,  which  the 
commenters  claimed  is  “very 
challenging”  and  makes  it  unlikely  that 
community  needs  would  be  met. 

The  commenters  suggested  that  CMS 
consider  restrictions  on  referrals  from 
the  hospital  in  which  the  satellite 
facility  is  located  as  a  means  of 
alleviating  the  issues  that  the  proposed 
separate  governance  criteria  is  intended 
to  address.  They  believed  this  would  be 
a  better  approach  to  restrict  patient 
shifting  without  compromising 
expansion  opportunities. 

Response:  While  it  is  accurate  that 
exempting  children’s  hospitals  from  the 
proposed  separate  governance  criteria 
would  have  little  effect  on  Medicare 
costs  because  there  are  few  Medicare 
patients  in  children’s  hospitals,  we 
believe  that  it  would  have  some  effect 
on  Medicare  costs  because,  in  general, 
Medicare  payment  for  a  discharge  in  an 
IPPS-excluded  hospital  is  greater  than 
Medicare  payment  for  a  discharge  in  an 
acute  care  hospital  under  IPPS.  In 
addition,  there  are  certainly 
ramifications  on  payments  under  the 
Medicaid  program  if  CMS  were  to 
exempt  children’s  hospitals  from  the 
proposed  criteria.  CMS  administers  the 
Medicare  program  and  oversees  the 
Medicaid  program,  and  therefore,  the 
agency  needs  to  be  concerned  about 
inappropriate  patient  shifting  to 
maximize  payment.  In  regard  to  the 
commenters’  portrayal  that  the  patients 


in  children’s  hospitals  are 
predominantly  very  young — an 
illustration  uses  “under  age  2” — and, 
therefore,  have  different  health  care 
needs  and  facilities,  we  point  out  that 
children’s  hospitals  are  hospitals  in 
which  inpatients  are  predominantly 
individuals  under  the  age  of  18. 

Contrary  to  the  commenters’  assertion, 
this  wide  span  of  age  makes  it  more 
conducive  to  patient  shifting  from  an 
acute  care  hospital  to  a  children’s 
satellite  facility,  when  that  satellite 
facility  has  an  affiliation  with  the  host 
hospital.  Furthermore,  even  without 
patient  shifting,  it  would  be 
inappropriate  for  Medicare  and 
Medicaid  to  pay  a  hospital  differently 
for  treeing  patients  in  what  in  essence 
is  a  pediatric  unit  of  an  acute  care 
hospital,  rather  than  a  “separate” 
children’s  hospital. 

The  commenters  contend  that  creating 
and  operating  a  children’s  satellite 
facility  in  an  unrelated  acute  care 
hospital  is  so  challenging  that 
community  needs  could  be 
compromised,  but  that  this  would  not 
be  the  case  if  the  children’s  satellite 
facility  could  operate  in  an  acute  care 
hospital  with  which  it  was  affiliated. 
Further,  the  commenters  believed  the 
proposed  criteria  would  inhibit  the 
ability  of  children’s  hospitals  to  expand. 
We  believe  that  establishing  a  satellite 
facility  in  an  affiliated  hospital  would 
most  likely  be  less  challenging  than  in 
an  unrelated  acute  care  hospital. 
However,  the  ease  or  difficulty  of 
establishing  a  children’s  satellite  facility 
is  not  the  issue.  Regardless  of  whether 
a  children’s  hospital  could  establish  a 
satellite  facility  with  more  ease  in  an 
affiliated  hospital,  we  believe  the  rules 
we  have  promulgated  to  demonstrate 
separateness,  including  the  change  to 
the  separate  governdhce  criteria,  are 
necessary  to  demonstrate  that  the  co- 
r  located  facility  is  not  actually  a 
department  of  the  host  hospital. 

We  also  do  not  agree  with  the 
commenters  who  suggested  that  putting 
restrictions  on  referrals  from  the  host 
hospital  to  the  satellite  will  alleviate  our 
concerns  regarding  patient  shifting.  This 
idea  was  previously  discussed  in  the  FY 
2000  proposed  rule  (64  FR  24743)  where 
we  indicated  that  the  hospital  of  which 
the  satellite  facility  is  a  part  could  meet 
the  referral  restrictions,  even  though  all 
of  the  satellite  facility’s  patients  could 
have  been  referred  from  the  hospital  in 
which  it  is  located. 

After  consideration  of  the  public 
comments  received,  we  are  adopting  as 
final,  with  one  change,  the  proposed 
additional  separate  governance  criteria 
at  §412.22(h)(2)(iii)(A)(2),  (2),  and  (3). 
We  are  correcting  an  inadvertent  error 
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in  the  language  of  the  provision  under 
§412.22(h)(2)(iii)(A)(2)  by  deleting  the 
phrase  “the  governing  body  of’  directly 
after  the  word  “both”  in  the  provision 
in  order  to  conform  the  regulation  text 
to  the  preamble.  (Throughout  the 
proposed  rule  preamble  discussion  at  74 
FR  24201  through  24202,  we  articulated 
the  provision  correctly.  However,  the 
regulation  text  included  an  inadvertent 
repeat  of  the  phrase  “the  governing 
body  of’.)  Consequently, 
§412.22(h)(2)(iii)(A)(l)  will  provide  the 
following:  “Except  as  provided  in 
paragraph  (h)(2)(iii)(A)(2)  of  this 
section,  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2009,  the  governing  body  of  the  hospital 
of  which  the  satellite  facility  is  a  part  is 
not  under  the  control  of  any  third  party 
entity  that  controls  both  the  hospital  of 
which  the  satellite  facility  is  a  part  and 
the  hospital  with  which  the  satellite 
facility  is  co-located.” 

C.  Critical  Access  Hospitals  (CAHs) 

1.  Background 

Section  1820  of  the  Act  provides  for 
the  establishment  of  Medicare  Rural 
Hospital  Flexibility  Programs  (MRHFPs) 
under  which  individual  States  may 
designate  certain  facilities  as  critical 
access  hospitals  (CAHs).  Facilities  that 
are  so  designated  and  that  meet  the  CAH 
conditions  of  participation  under  42 
CFR  part  485,  Subpart  F,  will  be 
certified  as  CAHs  by  CMS.  Regulations 
governing  payments  to  CAHs  for 
services  to  Medicare  beneficiaries  are 
located  in  42  CFR  part  413. 

2.  Payment  for  Clinical  Diagnostic 
Laboratory  Tests  Furnished  by  CAHs 

Section  1834(g)(1)  of  the  Act  states 
that  payment  for  outpatient  services 
furnished  by  a  CAH  will  be  made  at  101 
percent  of  the  reasonable  costs  to  the 
CAH  in  providing  those  services,  except 
for  those  CAHs  that  elect  the  optional 
reimbursement  method  outlined  at 
section  1834(g)(2)  of  the  Act.  We  refer 
to  payment  under  the  elective 
methodology  described  in  section 
1834(g)(2)  of  the  Act  as  the  “optional 
method.”  (We  discuss  changes  to  the 
CAH  optional  method  of  payment 
regulations  below  in  sectidh  VII.C.3.  of 
this  preamble.)  Section  1834(g)(4)  of  the 
Act  provides  that  there  is  no  beneficiary 
cost-sharing  for  “clinical  diagnostic 
laboratory  services  furnished  as  an 
outpatient  critical  access  hospital 
service.” 

Section  148  of  Public  Law  110-275 
(MIPPA)  amended  section  1834(g)(4)  of 
the  Act,  effective  for  services  furnished 
on  or  after  July  1,  2009.  Specifically, 
section  148(a)(1)  of  Public  Law  110-275 


changed  the  heading  of  section 
1834(g)(4)  of  the  Act  to  read  “Treatment 
of  Clinical  Diagnostic  Laboratory 
Services.”  Section  148(a)(2)  of  Public 
Law  110-275  amended  section 
1834(g)(4)  of  the  Act  by  adding,  in 
relevant  part,  that  “*  *  ‘clinical 
diagnostic  laboratory  services  furnished 
by  a  critical  access  hospital  shall  be 
treated  as  being  furnished  as  part  of 
outpatient  critical  access  services 
without  regard  to  whether  the 
individual  with  respect  to  whom  such 
services  are  furnished  is  physically 
present  in  the  critical  access  hospital,  or 
in  a  skilled  nursing  facility  or  a  clinic 
(including  a  rural  health  clinic)  that  is 
operated  by  a  critical  access  hospital,  at 
the  time  the  specimen  is  collected.” 

Regulations  implementing  section 
1834(g)  of  the  Act  are  set  forth  at 
§413.70.  Currently,  the  regulations  at 
§  413.70(b)(2)(iii)  state  that  payment  to  a 
CAH  for  clinical  diagnostic  laboratory 
services  is  made  at  101  percent  of 
reasonable  cost  “only  if  the  individuals 
[for  whom  the  tests  are  performed]  are 
outpatients  of  the  CAH,  as  defined  in 
§410.2  *  *  *  and  are  physically  present 
in  the  CAH,  at  the  time  the  specimens 
are  collected.”  Clinical  diagnostic 
laboratory  tests  performed  for 
individuals  who  are  not  physically 
present  in  the  CAH  when  the  specimen 
is  collected  generally  are  paid  on  the 
basis  of  the  Clinical  Laboratory  Fee 
Schedule  (CLFS)  in  accordance  with  the 
provisions  of  sections  1833(a)(1)(D)  and 
1833(a)(2)(D)  of  the  Act. 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24202 
through  24203),  we  proposed  to  amend 
the  regulations  at  §  413.70(b)  in  order  to 
implement  the  changes  made  by  section 
148(a)(2)  of  Public  Law  110-275; 

Section  148(a)(2)  of  Public  Law  110-275 
mandates  that,  effective  for  services 
furnished  on  or  after  July  1,  2009, 
individuals  are  no  longer  required  to  be 
physically  present  in  the  CAH  at  the 
time  the  specimen  is  collected  in  order 
for  the  CAH  to  receive  payment  based 
on  reasonable  cost  for  furnishing 
outpatient  clinical  diagnostic  laboratory 
tests.  Specifically,  we  believe  the  use  of 
the  phrase  “without  regard  to  whether 
the  individual  with  respect  to  whom 
such  services  are  furnished  is  physically 
present  in  the  critical  access  hospital” 
means  that  as  long  as  the  tests  are 
performed  for  individuals  who  are  CAH 
outpatients  as  defined  in  §  410.2, 
payment  based  on  reasonable  cost  must 
be  made  regardless  of  where  the 
specimen  is  collected,  even  if  the 
patient  is  not  physically  present  in  the 
CAH  at  the  time  the  specimen  is 
collected.  Accordingly,  we  proposed  to 
implement  section  148(a)(2)  by  revising 


the  existing  regulations  to  reflect  our 
interpretation  of  the  statutory  change. 

We  proposed  to  amend  the 
regulations  at  §  413.70(b)  by  deleting 
existing  §413.70(b)(2)(iii)  and  adding  a 
new  §  413.70(b)(7)  to  state  that,  for 
services  furnished  on  or  after  July  1, 

2009,  in  order  for  a  CAH  to  be  paid 
based  on  reasonable  cost  for  outpatient 
clinical  diagnostic  laboratory  tests,  a 
CAH  outpatient  is  no  longer  required  to 
be  physically  present  in  the  CAH  at  the 
time  the  specimen  is  collected. 

However,  we  proposed  that  if  the 
individual  is  not  physically  present  in 
the  CAH  at  the  time  the  specimen  is 
collected,  the  individual  must  continue 
to  be  an  outpatient  of  the  CAH,  as 
defined  at  §  410.2.  We  stated  that  we 
consider  an  individual  to  be  an 
outpatient  of  the  CAH  if  the  individual 
is  receiving  services  directly  from  the 
CAH.  This  requirement  is  consistent 
with  our  definition  of  a  CAH  outpatient 
at  §410.2,  which  states  that  outpatient 
“means  a  person  who  has  not  been 
admitted  as  an  inpatient  but  who  is 
registered  on  the  hospital  or  CAH 
records  as  an  outpatient  and  receives 
services  (rather  than  supplies  alone) 
directly  from  the  hospital  or  CAH.” 
Consistent  with  section  1834(g)(4)  of  the 
Act,  we  proposed  to  amend  the 
regulations  to  provide  that,  in  order  to 
be  receiving  services  directly  from  the 
CAH,  either  the  individual  must  be 
receiving  outpatient  services  in  the  CAH 
on  the  same  day  the  specimen  is 
collected,  or  the  specimen  must  be 
collected  by  an  employee  of  the  CAH. 
Accordingly,  where  the  individual  is  an 
outpatient  of  the  CAH  as  defined  above, 
the  individual  would  not  be  required  to 
be  physically  present  in  the  CAH  at  the 
time  the  specimen  is  collected. 

In  addition,  we  stated  that  we  do  not 
believe  that  the  enactment  of  section 
148  of  Public  Law  110-275  has  any 
effect  on  the  applicability  of  the 
requirements  at  section  1862(a)(18)  of 
the  Act  and  the  implementing 
regulations  at  §411.15(p),  which  set 
forth  requirements  for  payment  of 
services  furnished  to  SNF  patients. 
Accordingly,  we  proposed  that  in  cases 
where  Medicare  rules  otherwise  require 
consolidated  billing  or  bundling  of 
payments  (for  example,  for  services 
furnished  to  SNF  patients  during  a 
Medicare  Part  A  covered  stay),  the  CAH 
laboratory  payment  provision  would 
only  provide  for  separate  payment  to  the 
CAH  once  consolidated  billing  no 
longer  applies.  Where  consolidated 
billing  is  required  by  Medicare  rules,  a 
separate  payment  for  bundled  services 
furnished  by  another  provider, 
including  a  CAH,  is  prohibited.  For 
example,  for  purposes  of  payment  to  a 
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CAH  for  performing  a  clinical  laboratory 
test  on  a  specimen  collected  from  a  SNF 
patient,  the  proposed  new  CAH 
payment  rules  would  apply  only  once 
the  consolidated  billing  rules  for  SNF 
payments  no  longer  apply.  Coverage 
under  Medicare  Part  A  for  services 
furnished  to  a  SNF  patient  is  limited  to 
100  days  in  a  benefit  period.  During  that 
period,  the  collection  of  a  specimen  by 
a  CAH  employee  in  the  SNF  and  the 
CAH’s  performance  of  a  laboratory  test 
on  the  specimen  would  be  bundled  into 
the  SNF  payment.  Once  the  SNF  patient 
has  exhausted  his  or  her  Medicare  Part 
A  SNF  days  (that  is,  after  100  days), 
payment  for  the  specimen  collection  by 
a  CAH  employee  and  the  test 
performance  by  the  CAH  would  no 
longer  be  bundled  into  the  SNF 
payment  and  the  CAH  could  receive  a 
reasonable  cost-based  payment  for  the 
collection  of  a  specimen  by  a  CAH 
employee  and  the  performance  of  the 
laboratory  test  by  the  CAH. 

In  summary,  we  proposed  that  a  CAH 
may  receive  reasonable  cost-based 
payment  for  outpatient  clinical 
diagnostic  laboratory  tests  furnished  to 
an  individual  who  is  an  outpatient  of 
the  CAH  (and  therefore  receiving 
services  directly  from  the  CAH)  even  if 
the  individual  with  respect  to  whom  the 
laboratory  services  are  furnished  is  not 
physically  present  in  the  CAH  at  the 
time  the  specimen  is  collected.  In  order 
for  the  individual  to  be  determined  to  be 
receiving  services  directly  from  the 
CAH,  we  proposed  that  either  the 
individual  must  have  received 
outpatient  services  in  the  CAH  on  the 
same  day  the  specimen  is  collected  or 
the  specimen  must  be  collected  by  an 
employee  of  the  CAH.  In  either  case,  the 
individual  would  not  need  to  be 
physically  present  in  the  CAH  at  the 
time  the  specimen  is  collected.  We  also 
noted  that  if  the  individual  is  physically 
present  in  the  CAH  or  a  facility  that  is 
provider-based  to  the  CAH  when  the 
specimen  is  collected,  the  CAH  would 
also  receive  a  reasonable  cost-based 
payment.  In  this  case,  the  specimen 
would  not  need  to  be  collected  by  an 
employee  of  the  CAH.  (We  refer  readers 
to  section  VII.D.  of  this  preamble  for 
further  discussion  of  CAH  provider- 
based  facilities.) 

Comment:  The  majority  of 
commenters  supported  the  proposal 
implementing  section  148  of  the  MIPPA. 
One  commenter  stated  that  the  proposal 
will  provide  assistance  to  less  mobile 
elderly  patients  in  rural  communities. 
Another  commenter  stated  that  the 
proposed  rule  will  have  a  positive 
impact  on  Nebraska’s  65  CAHs  and  CAH 
patients.  A  third  commenter  fully 
supported  recognizing  that  laboratory 


services  provided  by  a  CAH  department 
should  be  paid  on  the  same  basis  as  the 
other  departments. 

However,  many  commenters,  in 
addition  to  supporting  the  proposed 
policy,  asked  for  clarification  on  two 
aspects  of  the  proposal.  Specifically,  the 
commenters  requested  that  CMS  clarify: 
(1)  That  if  a  patient  for  whom  laboratory 
services  are  performed  is  in  a  facility 
that  is  not  provider-based  to  the  CAH, 
the  CAH  will  still  receive  101  percent  of 
the  reasonable  cost  for  these  services  as 
long  as  the  patient  receives  outpatient 
services  in  the  CAH  on  the  same  day  the 
specimen  is  collected  or  an  employee  of 
the  CAH  collects  the  specimen;  and  (2) 
whether  employees  of  a  CAH’s  provider- 
based  facility  (including  a  provider-  . 
based  rural  health  clinic  (RHC))  are 
considered  CAH  employees  for 
purposes  of  this  policy,  such  that  CAHs 
will  receive  payment  at  101  percent  of 
the  reasonable  cost  for  furnishing 
outpatient  clinical  diagnostic  laboratory 
services  if  the  specimen  is  collected  by 
an  employee  of  a  CAH’s  provider-based 
facility. 

Another  commenter  requested 
clarification  on  what  it  means  to  be  an 
employee  for  CAHs  that  “contract  for 
laboratory  services  under  arrangement 
or  hire  laboratory  personnel  on 
contract.”  The  commenter  requested 
that  CMS  clarify  the  definition  of 
employee  so  that  it  includes  individuals 
employed  by  the  CAH  or  those  who  are 
under  contract  to  provide  laboratory 
services  “either  personally  or  under 
arrangement  with  an  independent 
laboratory.” 

Another  commenter  agreed  with  CMS’ 
efforts  to  “establish  applicable  limits 
and  controls  to  avoid  ‘gaming’  and 
inequitable  payments.”  However,  the 
commenter  suggested  adding  language 
to  the  employee  provision  so  that  it 
reads  “*  *  *  or  the  specimen  must  be 
collected  by  an  employee  of  the  CAH  or 
an  agent  of  the  CAH  through  contractual 
arrangement  with  the  CAH.” 

Response:  We  appreciate  the 
commenters’  support  of  the  proposed 
policy,  and  we  agree  that  it  provides 
increased  flexibility  to  CAHs  in 
furnishing  outpatient  clinical  diagnostic 
laboratory  tests.  We  would  like  to  clarify 
that  not  all  services  furnished  by  - 
entities  that  are  provider-based  to  a 
CAH  are  eligible  to  be  paid  based  on 
reasonable-cost.  For  example, 
psychiatric  and  rehabilitation  distinct 
part  units  are  paid  under  their 
prospective  payment  systems.  We  stated 
in  the  proposed  rule  that  we  believe  the 
use  of  the  statutory  phrase  “*  *  * 
without  regard  to  whether  the 
individual  with  respect  to  whom  such  . 
services  are  furnished  is  physically 


present  in  the  critical  access  hospital 
*  *  *”  means  that  as  long  as  the 
individual  from  whom  the  specimen  is 
collected  is  an  outpatient  of  the  CAH,  as 
outpatient  is  defined  at  42  CFR  410.2, 
payment  based  on  reasonable  cost  must 
be  made,  regardless  of  where  the 
specimen  is  collected,  even  if  the 
patient  is  not  physically  present  in  the 
CAH  at  the  time  the  specimen  is 
collected.  We  further  stated  that  “we 
also  note  that  if  the  individual  is 
physically  present  in  the  CAH  or  a 
facility  that  is  provider-based  to  the 
CAH  when  the  specimen  is  collected, 
the  CAH  would  also  receive  a 
reasonable  cost-based  payment.  In  this 
case,  the  specimen  would  not  need  to  be 
collected  by  an  employee  of  the  CAH” 

(74  FR  24203). 

In  this  final  rule,  we  are  clarifying 
that  the  individual  does  not  need  to  be 
physically  present  in  the  CAH  or  a 
facility  that  is  provider-based  to  the 
CAH  at  the  time  the  specimen  is 
collected  for  the  CAH  to  receive 
payment  based  on  reasonable  cost  as 
long  as  either:  (1)  the  individual 
receives  an  outpatient  service  in  the 
CAH  (or  facility  that  is  provider-based 
to  the  CAH,  including  a  provider-based 
RHC)  on  the  same  day  the  specimen  is 
collected;  or  (2)  the  specimen  collection 
is  performed  by  a  CAH  employee.  In 
cases  where  the  individual  is  in  the 
CAH  or  facility  that  is  provider-based  to 
the  CAH  when  the  specimen  is 
collected,  the  individual  does  not  need 
to  receive  another  outpatient  service  on 
that  same  day  nor  does  the  specimen 
collection  need  to  be  performed  by  a 
CAH  employee  in  order  for  the  CAH  to 
be  paid  based  on  reasonable  cost. 

Furthermore,  we  are  clarifying  in  this 
final  rule  that  we  consider  an  employee 
of  a  CAH’s  provider-based  department, 
but  not  an  employee  of  a  provider-based 
entity,  to  be  an  employee  of  the  CAH  for 
purposes  of  implementing  section  148 
of  MIPPA.  A  provider-based  department 
is  integrated  with  the  main  provider  and 
would  not  function  as  a  freestanding 
provider  of  health  care  services, 
whereas  a  provider-based  entity  is  paid 
differently  than  an  entity  that  is  not 
CAH-based.  For  example,  a  CAH-based 
RHC  with  50  or  more  beds  is  a  provider- 
based  entity  because  it  is  paid  based  on 
the  RHC  payment  methodology  at  42 
CFR  405.2462.  Furthermore,  as  defined 
at  §413.65  of  the  regulations,  a 
provider-based  department  furnishes 
the  same  type  of  health  care  services  as 
the  main  provider,  while  a  provider- 
based  entity  furnishes  health  care 
services  of  a  different  type  than  those 
furnished  by  the  main  provider.  Because 
the  health  care  services  furnished  by  an 
individual  employee  at  a  provider-based 
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department  are  directly  related  to  the 
health  care  services  furnished  by  an 
individual  employed  at  the  same 
campus,  those  employees  working  in  a 
CAH’s  provider-based  department  will 
be  considered  CAH  employees  for 
purposes  of  this  provision.  Therefore, 
the  CAH  can  meet  the  requirement  that 
the  specimen  collection  be  performed 
by  a  CAH  employee,  if  the  individual 
collecting  the  specimen  is  an  employee 
of  a  department  that  is  provider-based  to 
the  CAH. 

In  response  to  the  commenters  who 
suggested  CMS  allow  for  contracted 
employees  to  be  considered  employees 
of  the  CAH  for  purposes  of  this  policy, 
we  agree  that  if  the  individual 
performing  the  specimen  collection  is 
not  employed  by  any  other  entity  to 
provide  services  at  the  location  where 
the  specimen  collection  is  taking  place, 
that  individual,  even  if  a  contracted 
employee,  could  be  considered  a  CAH 
employee  for  purposes  of  this  provision. 
However,  if  the  individual  collecting  the 
specimen  is  employed  at  the  facility 
where  the  specimen  collection  is  being 
performed,  other  than  by  the  CAH,  to 
provide  other  services  in  addition  to 
being  contracted  by  the  CAH  to  perform 
the  specimen  collection,  the  CAH 
cannot  consider  this  individual  an 
employee  of  the  CAH  for  purposes  of 
implementing  section  148  of  MIPPA. 

For  example,  if  a  SNF  employee  is 
employed  at  the  SNF  and  is  contracted 
as  a  CAH  employee  to  collect  blood 
samples  from  SNF  patients,  that 
individual  could  not  be  considered  a 
CAH  employee  for  purposes  of  this 
provision.  We  are  not  adopting  the 
commenter’s  proposed  language  because 
we  believe  such  a  provision  would 
enable  a  CAH  to  bypass  the  requirement 
that  laboratory  specimens  be  collected 
by  an  employee  of  the  CAH  simply  by 
entering  into  contractual  arrangements 
with  the  employees  of  other  entities. 
Such  a  policy  would  be  contrary  to  our 
determination  that  an  individual  must 
be  an  outpatient  of  the  CAH,  receiving 
services  directly  from  the  CAH,  in  order 
for  laboratory  services  furnished  by  the 
CAH  to  be  paid  based  on  reasonable 
cost. 

Comment:  Several  commenters  asked 
for  clarification  on  how  specimen 
collection  is  defined  and  how  the 
proposed  policy  is  applied  to  different 
types  of  specimen  collection.  One 
commenter  stated  that,  generally,  a 
blood  or  sputum  sample  can  be 
collected  by  a  CAH  laboratory 
employee,  but  the  SNF  nursing  staff 
member  or  the  patient  usually  performs 
the  collection  of  a  wound,  urine,  stool, 
or  throat  culture.  The  commenters  asked 
which  of  these  tests  would  be  paid 


under  reasonable  cost-based  payment. 
One  commenter  asked  whether,  in  the 
situation  where  a  CAH  sends  a  CAH 
employee  to  a  SNF  to  collect  a  blood 
specimen  and  then  the  CAH  employee 
is  also  given  a  urine  sample  to  test, 
would  both  the  venipuncture  and  blood 
work  be  included  on  an  851  type  of  bill 
and  the  urine  specimen  put  on  a  141 
type  of  bill  or  would  both  the  blood  and 
urine  specimens  be  included  on  an  851 
type  of  bill. 

Another  commenter  asserted  that 
although  the  MIPPA  provided  that  all 
laboratory  tests  performed  in  the  CAH 
laboratory  department  should  be  paid 
based  on  reasonable  cost,  the  proposed 
rule  has  drawn  a  line  whereby  a  CAH 
has  to  establish  whether  it  meets  the 
definition  of  collecting  the  specimen. 
The  commenter  stated  that  a  patient 
may  bring  a  urine  specimen  to  a  CAH 
on  a  doctor’s  orders:  For  example,  while 
the  CAH  patient  is  in  the  emergency 
department,  he  or  she  may  be  told  to 
collect  a  urine  specimen  and  return  it  to 
the  CAH  the  next  day.  The  commenter 
asked  whether,  in  this  case,  the  CAH  or 
RHC  employee  would  meet  the 
requirements  of  collecting  the  urine 
specimen.  Commenters  asked  under 
what  circumstances  can  a  specimen 
collected  in  an  outside  HHA  or  SNF  be 
paid  on  a  reasonable  cost  basis. 

One  commenter  asked  would  a 
Medicare  beneficiary  have  to  exhaust 
his  or  her  Part  A  coverage  before  a 
specimen  collected  by  a  CAH  employee 
for  a  home  health  patient  qualified  for 
reasonable  cost-based  payment.  The 
commenter  also  stated  that  allowing  the 
CAH  to  receive  reasonable  cost-based 
payment  only  for  SNF  patients  who 
have  exhausted  their  Part  A  services  and 
billing  the  specimen  collection  on  a 
separate  bill  under  Part  B  will  require 
more  tracking  and  paperwork. 

Response:  We  believe  that  the  intent 
of  section  148  of  MIPPA  is  to  pay  CAHs 
on  a  reasonable  cost  basis  for  furnishing 
outpatient  clinical  diagnostic  laboratory 
tests  as  long  as  the  patient  is  an 
outpatient  of  a  CAH.  An  outpatient  is 
defined  in  the  regulations  at  42  CFR 
410.2  as  receiving  services  (rather  than 
supplies  alone)  directly  from  the  CAH. 
We  do  not  believe  that  instances  where 
the  specimen  is  “picked  up”  by  an 
employee  of  the  CAH  rather  than 
collected  by  an  employee  of  the  CAH, 
and  the  individual  does  not  also  receive 
an  outpatient  service  in  the  CAH  on  the 
same  day,  qualify  as  receiving  services 
directly  from  the  CAH.  Rather,  if  the 
individual  is  not  physically  present  in 
the  CAH  and  the  individual  does  not 
also  receive  an  outpatient  service  in  the 
CAH  on  the  same  day  the  specimen  is 
collected^  a  CAH  employee  would  need 


to  physically  perform  the  specimen 
collection  in  order  for  the  CAH  to 
receive  payment  based  on  reasonable 
cost. 

To  address  the  commenter’s  question 
on  how  to  bill  for  a  blood  specimen  that 
is  collected  by  a  CAH  employee  from  a 
SNF  patient  (assuming  consolidated 
billing  no  longer  applies)  and  then  the 
CAH  employee  is  given  the  urine 
specimen,  the  individual  could  be 
considered  an  outpatient  for  purposes  of 
billing  for  the  analysis  of  the  blood 
specimen,  but  would  be  considered  a 
nonpatient  for  purposes  of  billing  the 
urine  specimen  in  the  case  where  he  or 
she  does  not  also  receive  an  outpatient 
service  in  the  CAH  on  the  same  day  the 
urine  specimen  is  collected.  Even 
though  collection  of  a  specimen  may  be 
performed  by  an  individual  (not  a  CAH 
employee)  outside  of  the  CAH  based  on 
a  doctor’s  orders,  the  CAH  would  not 
receive  reasonable  cost-based  payment 
for  the  analysis  of  the  specimen  unless 
the  specimen  is  collected  on  the  same 
day  the  individual  received  an 
outpatient  service  from  the  CAH. 
Therefore,  if  the  individual  comes  to  the 
CAH  the  day  after  the  specimen 
collection,  the  CAH  would  not  be  paid  . 
for  the  analysis  of  the  specimen  based 
on  reasonable  cost.  We  emphasize  that 
in  instances  where  the  CAH  does  not 
qualify  to  receive  payment  based  on 
reasonable  cost,  the  CAH  still  will 
receive  payment  for  these  services,  but 
instead  of  receiving  reasonable  cost- 
based  payment,  it  will  be  paid  for  the 
service  under  the  CLFS. 

In  the  proposed  rule,  we  stated  how 
the  policy  would  apply  in  cases  where 
an  individual  is  located  in  a  facility 
where  consolidated  billing  rules  apply. 
We  stated:  “Accordingly,  we  are 
proposing  that,  in  cases  where  Medicare 
rules  otherwise  require  consolidated 
billing  or  bundling  of  payments  (for  ' 
example,  for  services  furnished  to  SNF 
patients  during  a  Medicare  Part  A 
covered  stay),  the  CAH  laboratory 
payment  provision  would  only  provide 
for  separate  payment  to  the  CAH  once 
consolidated  billing  no  longer  applies. 
Where  consolidated  billing  is  required 
by  Medicare  rules,  a  separate  payment 
for  bundled  services  furnished  by 
another  provider,  including  a  CAH,  is 
prohibited”  (74  FR  24203).  Therefore,  in 
cases  where  a  CAH  employee  performs 
a  laboratory  service  for  a  SNF  patient, 
the  CAH  would  only  receive  reasonable 
cost-based  payment  once  the  SNF 
patient  has  exhausted  his  or  her  Part  A 
SNF  days.  For  purposes  of  receiving  - 
reasonable  cost-based  payment  for  an 
individual  receiving  home  health 
services,  we  understand  that  home 
health  consolidated  billing  rules  do  not 
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apply  to  the  provision  of  laboratory 
tests.  Therefore,  if  a  CAH  employee, 
performs  the  specimen  collection  from  a 
patient  who  is  receiving  home  health 
services,  the  CAH  would  not  be  limited 
by  the  consolidated  billing  rules  from 
billing  for  that  service. 

In  response  to  the  commenter  who 
stated  that  application  of  the  policy  to 
SNF  patients  would  require  more 
tracking  and  paperwork,  the  policy 
permitting  CAHs  to  receive  payment 
based  on  reasonable  cost  when  a  CAH 
employee  collects  a  specimen  from  a 
patient  of  a  SNF  cannot  be  used  to 
circumvent  the  statutory  requirements 
for  consolidated  billing  of  SNF  services. 
Therefore,  a  CAH  must  take  SNF 
consolidated  billing  rules  into 
consideration  when  it  bills  for  specimen 
collection  of  a  SNF  patient. 

Comment:  One  commenter  argued 
that  section  148  of  MIPPA  clearly  states 
that  regardless  of  whether  or  not  the 
individual  is  physically  present  in  the 
CAH,  all  laboratory  services  provided  in 
a  CAH’s  laboratory  are  to  be  viewed  as 
outpatient  CAH  services.  The 
commenter  asserted  that  CMS’  proposed 
policy  would  unnecessarily  complicate 
billing  procedures.  The  commenter 
stated  that  the  intent  of  the  legislation 
is  that  a  CAH  should  receive  payment 
based  on  reasonable  cost  for  all 
laboratory  services  performed  at  the 
CAH  as  was  the  case  when  the  CAH 
program  was  first  implemented  and  that 
the  MIPPA  legislation  was  requested  by 
CAHs  to  revert  back  to  the  former  policy 
in  which  all  laboratory  services 
performed  in  the  CAH  laboratory  would 
be  paid  based  on  reasonable  cost.  The 
commenter  stated  that  section  148  of  the 
MIPPA  did  not  include  any  language 
pertaining  to  specimen  collection  by 
CAH  employees  or  receiving  another 
outpatient  service  on  the  same  day  or 
anything  similar  to  the  language  that  is 
being  used  in  CMS  Change  Request 
6395,  Transmittal  1729.  The  commenter 
requested  that  CMS  revise  the  proposed 
rule  to  state  that  all  laboratory  services 
performed  in  the  CAH  are  paid  based  on 
reasonable  cost  and  not  based  on  the 
CLFS. 

One  commenter  stated  that  the 
proposed  policy  concerning  provider- 
based  status  of  CAH  laboratories  would 
impact  the  policy  implementing  section 
148  of  the  MIPPA.  The  commenter 
stated,  “We  also  understand  that  the 
proposed  change  in  the  regulations 
regarding  the  treatment  of  a  clinical 
diagnostic  laboratory  of  a  CAH  under 
the  provider-based  status  of  facilities 
and  organizations  would  likewise 
impact  this  determination,”  The 
commenter  also  stated  that  “conversely, 
with  regard  to  reasonable  cost  payment 


to  the  CAH  for  the  clinical  diagnostic 
laboratory  service(s),  it  would  not 
matter  where  or  by  whom  a  specimen  is 
collected  if  it  is  collected  on  the  same 
date  as  a  patient  receives  outpatient 
services  at  a  CAH.”  Another  commenter 
stated  that  the  proposed  rule  adds 
complexity  and  confusion  for  CAHs  and 
the  commenter  supported  “keeping 
CAHs  intact  and  consistent  with  what 
we  believe  was  the  original 
congressional  intent.”  In  general,  one 
commenter  also  stated  that  “if  you  want 
to  improve  healthcare,  you  must 
consider  access  and  cost.  Most  of  the 
rules  limit  access  and  increase  cost.” 

Response:  As  stated  previously,  we 
believe  our  proposal  provides  for 
increased  flexibility  for  CAHs  to  receive 
payment  based  on  reasonable  cost  for 
furnishing  outpatient  clinical  diagnostic 
laboratory  tests  because  existing 
regulations  require  that  an  individual  be 
physically  present  in  the  CAH  to  receive 
reasonable  cost-based  payment; 
otherwise,  the  CAH  is  paid  on  the  basis 
of  the  CLFS.  Section  148  of  the  MIPPA 
states”*  *  *  clinical  diagnostic 
laboratory  services  furnished  by  a 
critical  access  hospital  shall  be  treated 
as  being  furnished  as  part  of  outpatient 
critical  access  services  without  regard  to 
whether  the  individual  with  respect  to 
whom  such  services  are  furnished  is 
physically  present  in  the  critical  access 
hospital  *  *  *”  (emphasis  added). 
Therefore,  we  believe  it  is  appropriate  to 
require  that  an  individual  still  has  to  be 
an  outpatient  of  a  CAH,  that  is, 
receiving  services  directly  from  the 
CAH,  to  be  paid  based  on  reasonable 
cost. 

We  would  not  consider  an  individual 
to  be  an  outpatient  of  a  CAH  if  the  only 
relationship  the  individual  has  with  the 
CAH  is  that  his  or  her  specimen  is 
processed  by  the  CAH.  We  do  not 
believe  the  intent  of  section  148  of 
MIPPA  was,  for  example,  to  allow  a 
CAH  in  one  State  to  process  a  laboratory 
specimen  it  receives  from  an  individual 
in  a  distant  State  and  receive  payment 
on  a  reasonable  cost  basis  for  this 
service  without  the  individual  being 
physically  preseflt  in  the  CAH  or  having 
any  other  direct  relationship  with  the 
CAH.  Allowing  such  a  scenario  to  occur 
would  convert  a  CAH  into  a  reference 
laboratory  and  subvert  the  statutory 
laboratory  fee  schedule  used  to  pay  for 
clinical  laboratory  services.  Our  policy 
allows  CAHs  to  be  paid  for  outpatient 
clinical  diagnostic  laboratory  tests 
where  the  individual  is  not  physically 
present  in  the  CAH  at  the  time  the 
specimen  is  being  collected,  consistent 
with  the  purpose  of  the  provision,  and 
avoids  the  problems  that  would  result,  . 
from  a  broader  interpretation  of  .-the' 


statutory  language.  Therefore,  we  stated 
if  the  individual  is  not  physically 
present  in  a  CAH  when  the  specimen  is 
collected,  in  order  for  the  CAH  to 
receive  payment  based  on  reasonable 
cost,  either  the  individual  has  to  receive 
other  outpatient  services  in  the  CAH  on 
the  same  day  the  specimen  is  collected 
or  the  specimen  collection  has  to  be 
performed  by  a  CAH  employee.  If 
providers  have  questions  about  whether 
specific  scenarios  would  qualify  for 
reasonable  cost-based  payment,  we 
encourage  them  to  contact  CMS  or  their 
Medicare  contractor. 

A  commenter  referenced  Change 
Request  6395,  Transmittal  1729.  This 
document  can  be  accessed  at  the 
following  link:  http://www.cms.hhs.gov/ 
Transmittals/ downloads/Rl  729CP.pdf. 
The  purpose  of  this  instruction  was  to 
implement  section  148  of  MIPPA  on  the 
statutory  effective  date  of  July  1,  2009. 
Because  we  are  finalizing  the  policy  as 
proposed,  the  instruction  will  continue 
to  apply  for  purposes  of  payment  to 
CAHs  for  clinical  diagnostic  laboratory 
tests  after  the  effective  date  of  this  final, 
rule.  If  we  believe  further  instructions 
are  needed,  we  will  issue  another 
change  request.  We  stated  in  the 
proposed  rule  that  we  believe  it  will  be 
important  to  develop  a  modifier  that 
could  assist  CMS  in  tracking  laboratory 
services  paid  to  CAHs  under  this 
provision.  We  reiterate  that  when  a 
modifier  is  developed,  we  will  issue 
guidance  regarding  its  use. 

In  regard  to  the  comment  concerning 
the  impact  of  the  proposed  policy  on 
provider-based  status  of  CAH 
laboratories,  we  do  no't  believe  this 
policy  has  a  direct  impact  on  the  policy 
implementing  section  148  of  the  MIPPA 
because  the  individual  does  not  need  to 
be  physically  present  in  a  facility  that  is 
provider-based  to  the  CAH  in  order  for 
the  CAH  to  receive  payment  based  on 
reasonable  cost. 

In  summary,  in  this  final  rule,  we  are 
finalizing  our  proposed  policy  that  a 
CAH  can  receive  payment  based  on 
reasonable  cost  for  furnishing  clinical 
diagnostic  laboratory  tests  even  if  the 
individual  is  not  physically  present  in 
the  CAH  at  the  time  the  specimen  is 
collected,  provided  either  (1)  the 
individual  receives  an  outpatient 
service  in  the  CAH  on  the  same  day  the 
specimen  is  collected,  or  (2)  the 
specimen  collection  is  performed  by  a 
CAH  employee.  For  purposes  of  section 
148  of  the  MIPPA,  a  facility  that  is 
provider-based  to  the  CAH  is  considered 
a  CAH  for  purposes  of  determining 
where  the  specimen  is  collected.  If  the 
individual  is  in  a  facility  or  receiving 
services  under  which  Medicare 
consolidated  billing  rules  apply  when 
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the  specimen  is  collected,  the  CAH  will 
receive  reasonable  cost-based  payment 
only  once  the  consolidated  billing  rules 
no  longer  apply. 

3.  CAH  Optional  Method  of  Payment  for 
Outpatient  Services 

Section  1834(g)  of  the  Act  establishes 
the  payment  rules  for  outpatient 
services  furnished  by  a  CAH.  Section 
403(d)  of  Public  Law  106-113  (BBRA) 
amended  section  1834(g)  of  the  Act  to 
provide  for  two  methods  of  payment  for 
outpatient  services  furnished  by  a  CAH. 
Specifically,  section  1834(g)(lJ  of  the 
Act,  as  amended  by  Public  Law  106- 
113,  provided  that  the  amount  of 
payment  for  outpatient  services 
furnished  by  a  CAH  is  equal  to  the 
reasonable  cost  of  providing  such 
services,  unless  the  CAH  made  an  • 
election,  under  section  1834(g)(2)  of  the 
Act,  to  receive  amounts  that  were  equal 
to  the  reasonable  cost  of  the  CAH  for 
facility  services  plus,  with  respect  to  the 
professional  services,  the  amount 
otherwise  paid  for  professional  services 
under  Medicare,  less  the  applicable 
Medicare  deductible  and  coinsurance 
amount.  The  election  made  under 
section  1834(g)(2)  of  the  Act  is 
sometimes  referred  to  as  “Method  II.” 
Throughout  this  section  of  this 
preamble,  we  refer  to  this  election  as  the 
“optional  method.” 

Section  202  of  Public  Law  106-554 
(BIPA)  amended  section  1834(g)(2)(B)  of 
the  Act  to  increase  the  payment  for 
professional  services  under  the  optional 
method  to  115  percent  of  the  amount 
otherwise  paid  for  professional  services 
under  Medicare.  In  addition,  section 
405(a)(1)  of  Public  Law  108-173  (MMA) 
amended  section  1834(g)(1)  of  the  Act  by 
inserting  the  phrase  “equal  to  101 
percent  of’  before  the  phrase  “the 
reasonable  costs”.  However,  section 
405(a)(1)  of  Public  Law  108-173  did  not 
amend  the  phrase  “reasonable  costs” 
under  the  optional  method  at  section 
1834(g)(2)(A)  of  the  Act. 

Accordingly,  section  1834(g)  of  the 
Act  currently  provides  for  two  methods 
of  payment  for  outpatient  CAH  services. 
Under  the  first  method,  as  specified  at 
section  1834(g)(1)  of  the  Act,  a  CAH  will 
be  paid  101  percent  of  reasonable  costs, 
unless  it  elects  to  be  paid  under  the 
methodology  specified  at  section 
1834(g)(2)  of  the  Act.  Under  the  method 
specified  at  section  1834(g)(1)  of  the 
Act,  facility  services  are  paid  at  101 
percent  of  reasonable  costs  to  the  CAH 
through  the  Medicare  fiscal 
intermediary  or  the  Medicare  Part  A/B 
MAC,  while  payments  for  physician  and 
other  professional  services  are  made  to 
the  physician  under  the  Medicare 
Physician  Fee  Schedule  (MPFS)  through 


the  Medicare  carriers.  However,  under 
section  1834(g)(2)  of  the  Act  (the 
optional  method),  a  CAH  submits  bills 
for  both  the  facility  and  the  professional 
services  to  its  Medicare  fiscal  - 
intermediary  or  its  Medicare  Part  A/B 
MAC.  If  a  CAH  chooses  this  optional 
method  for  Outpatient  services,  the 
physician  or  other  practitioner  must 
reassign  his  or  her  billing  rights  to  the 
CAH  to  bill  the  Medicare  program  for 
those  services.  In  accordance  with 
section  1834(g)(2)(A)  of  the  Act,  under 
this  optional  method,  the  CAH  receives 
reasonable  cost  payment  for  its  facility 
costs  and,  with  respect  to  the 
professional  services.  115  percent  of  the 
amount  otherwise  paid  for  professional 
services  under  Medicare. 

Regulations  implementing  section 
1834(g)  of  the  Act  are  set  forth  at 
§  413.70(b).  Section  413.70(b)  states 
that,  unless  a  CAH  elects  the  optional 
method,  payment  for  outpatient  CAH 
services  is  101  percent  of  the  reasonable 
costs  of  the  CAH  in  providing  CAH 
services  to  its  outpatients.  However, 
existing  §413.70(b)(3)(ii)(A)  states  that  a 
CAH  may  elect,  under  the  optional 
method,  to  be  paid  at  101  percent  of  the 
reasonable  costs  for  facility  services.  As 
a  result,  we  believe  that  the  existing 
regulation  is  not  consistent  with  the 
plain  reading  of  section  1834(g)(2)  of  the 
Act,  which  provides  for  payment  under 
the  optional  method  of  reasonable  cost 
for  facility  services. 

In  order  to  ensure  that  the  regulations 
are  consistent  with  the  plain  reading  of 
section  1834(g)(2)(A)  of  the  Act,  in  the 
FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24203  through 
24204),  we  proposed  to  revise 
§  413.70(b)(3)(ii)(A)  to  state  that  CAHs 
that  elect  the  optional  method  will 
receive  payment  based  on  reasonable 
cost  for  outpatient  facility  services.  We 
indicated  that  the  proposed  change 
would  not  affect  payment  for  the 
professional  component  as  set  forth 
under  §  413.70(b)(3)(iiJ(B). 

Comment:  Commenters  opposed 
CMS’  proposal  to  change  payment  for 
outpatient  facility  services  for  CAHs 
that  elect  the  optional  method  of 
payment  from  101  percent  of  reasonable 
cost  to  100  percent  of  reasonable  cost. 
Many  commenters  argued  that  the 
proposal  to  reduce  payments  to  CAHs 
for  outpatient  facility  services  under  the 
optional  method  is  not  in  accordance 
with  the  intent  of  Congress.  The 
commenters  stated  that  section  405(a)  of 
the  MMA  actually  increased  CAH 
payment  to  101  percent  of  reasonable 
cost  for  outpatient  facility  services, 
regardless  of  whether  or  not  a  CAH 
elects  the  optional  method.  The 
commenters  stated  that  while  the 


statutory  language  of  the  MMA 
erroneously  did  not  specify  that  CAH:, 
that  elect  tbe  optional  method  should  be 
paid  at  101  percent  of  reasonable  cost, 
the  proposed  change  goes  against  the 
intent  of  Congress  as  expressed  in  the 
conference  report.  Commenters  stated 
that  “the  conference  report  references 
both  types  of  payment  methods,  stating 
that  CAHs  may  elect  either  ‘cost-based 
hospital  outpatient  service 
reimbursement  or  an  all-inclusive  rate, 
which  is  equal  to  reasonable  cost 
reimbursement  for  facility  services  plus 
115  percent  of  the  fee  schedule  payment 
for  professional  services.’  ”  The 
commenters  also  stated  that  “In 
summarising  the  conference  agreement, 
the  report  more  generally  refers  to  CAH 
payments,  stating  that  ‘outpatient  *  *  * 
services  provided  by  a  CAH  will  be 
reimbursed  at  101  percent  of  reasonable 
cost’.”  Furthermore,  the  commenters 
asserted  that  the  summary  of  present 
law  in  the  conference  report 
distinguishes  between  the  traditional 
method  of  payment  and  the  optional 
method,  but  the  summary  of  the 
conference  agreement  does  not  make 
this  distinction,  which  the  commenters 
believe  makes  it  clear  that  the 
conference  agreement  applies  to  both 
methods. 

Response:  We  have  reviewed  and 
have  taken  into  consideration  the 
commenters’  concerns  regarding  our 
proposal  to  revise  the  regulatory  text  to 
be  consistent  with  the  plain  reading  of 
section  1834(g)(2)(A)  of  the  Act.  Despite 
the  commenters’  contentions  that  the 
statutory  language  of  the  MMA  is 
erroneous,  we  continue  to  believe  that 
the  statutory  text  takes  precedent  over 
Conference  report  language.  While  the 
conference  agreement  does  state  that 
CAHs  should  be  paid  at  101  percent  of 
reasonable  cost  for  inpatient,  outpatient, 
and  covered  SNF  services,  we  believe 
the  language  in  the  conference 
agreement  could  be  read  not  as  an 
explicit  expression  of  policy  for  CAHs 
that  elect  tbe  optional  method,  but 
rather  as  a  summary  of  CAH  payment 
policy.  We  acknowledge  the  concerns 
raised  by  the  commenters  regarding  the 
potential  financial  impact  the  proposal  . 
may  have  on  CAHs.  However,  we  are 
required  to  conform  our  payment  policy 
to  the  statutory  language  and  must 
revise  the  regulatory  text  to  ensure  it  is 
consistent  with  the  plain  reading  of  the 
statute.  If  Congress  makes  a  legislative 
change  to  allow  CAHs  that  elect  the 
optional  payment  method  to  receive  101 
percent  of  reasonable  cost  for  outpatient 
facility  services,  we  will  revise  the 
regulations  accordingly  to  implement 
such  a  change. 
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Comment:  Many  commenters  urged 
CMS  to  perfornj  a  detailed  and  thorough 
impact  analysis  on  the  effect  the 
proposal  may  have  on  CAHs  before 
moving  forward.  The  commenters  stated 
that  CMS  could  have  obtained 
information  on  which  CAHs  elect  the 
optional  method  in  a  timely  manner 
from  its  Medicare  contractors  and 
performed  a  thorough  impact  analysis. 
The  commenters  stated  that,  on  behalf 
of  the  AHA,  State  hospital  associations 
contacted  Medicare  contractors  once  the 
proposed  rule  was  released  and 
requested  from  them  a  list  of  CAHs  that 
elect  the  optional  method  in  each  State. 
One  commenter  stated  that  the 
information  received  from  the  Medicare 
contractors  “indicates  that  the  vast 
majority  of  CAHs  elect  Method  2 
payment.  For  example,  88  percent  of  the 
CAHs  in  Iowa,  71  percent  of  the  CAHs 
in  Kansas,  and  86  percent  of  the  CAHs 
in  North  Dakota  have  elected  to  be  paid 
under  Method  2.”  Many  of  the 
commenters  believed  the  current 
proposal  to  reduce  payment  for 
outpatient  facility  services  for  CAHs 
that  elect  the  optional  method  may  have 
a  significant  financial  impact  for  these 
small  hospitals.  Several  commenters 
estimated  that  the  proposal  may  cut 
payments  to  CAHs  nationwide  by  $22 
million  in  FY  2010.  Several  commenters 
noted  estimated  impacts  for  CAHs 
located  in  specific  States  for  FY  2010: 
$2.4  million  for  CAHs  in  Iowa;  $1.7 
million  for  CAHs  in  Illinois;  $700,000 
for  CAHs  in  Nebraska;  $779,783  for 
CAHs  in  Kansas;  and  more  than  $1 
million  for  CAHs  in  Kentucky.  Another 
commenter  stated  that  changing  the 
payment  under  the  optional  method  for 
outpatient  facility  services  would  cause 
its  facility  to  lose  $33,350  in  payments 
for  outpatient  services.  The  commenter 
stated  “while  not  a  huge  amount  of 
money,  for  a  rural  distressed  facility, 
any  cut  in  reimbursement  may  be 
catastrophic.”  The  commenters  urged 
that,  because’ a  detailed  impact  analysis 
was  not  performed,  CMS  should 
withdraw  the  proposed  policy  change. 

Several  commenters  expressed 
concern  over  the  misinterpretation  the 
proposed  policy  change  may  have 
among  Medicare  contractors.  One 
commenter  stated  that  the  cost  report,  as 
currently  written,  does  not  specifically 
designate  which  costs  are  outpatient 
facility  costs  for  services  provided 
under  the  optional  method.  The 
commenter  expressed  concern  that 
Medicare  contractors  may  interpret  the 
change  in  payment  for  outpatient 
facility  services  under  the  optional 
method  from  101  percent  of  reasonable 
cost  to  100  percent  of  reasonable  cost  to 


apply  to  all  outpatient  facility  services. 
The  commenter  also  stated  that  such  an 
interpretation  would  eliminate  any 
benefit  gained  from  the  additional 
payment  for  professional  services  under 
the  optional  method.  In  addition,  the 
commenter  stated  that  making  the 
change  would  defeat  a  CAH’s  incentive 
to  elect  the  optional  payment  method 
and  discourage  medical  providers  and 
CAHs  from  working  together.  The 
commenter  stated  that  “Even  if  the 
intent  of  the  proposed  rule  is  to 
eliminate  the  additional  1% 
reimbursement  on  only  the  costs 
associated  with  the  Method  II  outpatient 
facility  charges,  the  loss  of  the  1% 
reimbursement  via  the  cost  report 
would  cut  our  benefit  of  Method  II 
billing  by  approximately  40%. ”  The 
commenter  stated  that  CAHs  in  Illinois 
“*  *  *  operate  at  negative  operating 
margins”  and  the  average  operating 
margin  is  only  at  about  1.25  percent.” 
The  commenter  asserted  that  the 
smallest  amount  change  in  Medicare’s 
payment  policy  for  CAHs  can  adversely 
impact  CAHs  and  recommended  that 
the  proposed  rule  language  read  as 
follows: 

“Facility  Fee  1834(g)(2)(A)  With 
respect  to  facility  services,  101%  of  the 
reasonable  costs  of  the  critical  access 
hospital  in  providing  such  services. 

“Fee  Schedule  for  Professional 
Services  1834(g)(2)(B)  With  respect  to 
professional  services,  115  percent  of 
such  amounts.” 

Another  commenter  stated  that 
because  the  Medicare  cost  report  does 
not  provide  for  separate  facility 
payment  under  the  optional  method,  the 
commenter  is  concerned  that  Medicare 
contractors  will  apply  100  percent 
reasonable  cost  payment  to  all 
outpatient  CAH  services. 

Response:  With  respect  to  the 
financial  impact  of  the  proposal,  we  did 
not  conduct  an  in-depth  impact  analysis 
because  our  proposal  is  a  revision  to 
regulatory  text  that  currently  is  contrary 
to  the  plain  language  of  the  statute.  That 
is,  we  did  not  have  a  choice  as  to 
whether  we  would  change  payment  for 
outpatient  facility  costs  for  CAHs  that 
elect  the  optional  method.  Furthermore 
we  do  not  believe  we  could  necessarily 
estimate  the  impact  of  the  proposed 
provision  because  election  of  the 
optional  method  is  not  permanent; 

CAHs  are  only  required  to  make  the 
election  30  days  prior  to  the  start  of  the 
cost  reporting  period  for  which  it  is 
effective.  Therefore,  we  cannot  estimate 
how  many  CAHs  will  choose  to  retain 
the  optional  method  of  payment  if 
facility  services  are  only  paid  at  100 
percent  of  reasonable  cost.  Furthermore, 
the  optional  method  is  physician- 


specific.  That  is,  for  some  physicians’ 
outpatient  services,  a  CAH  may  elect  to 
be  paid  under  th6  optional  method  and 
for  other  physicians’  outpatient  services, 
it  may  opt  to  be  paid  only  at  101  percent 
of  reasonable  costs  for  facility  services. 
The  CAH’s  election  is  contingent  on 
whether  the  physician  is  willing  to 
reassign  his  or  her  billing  rights  to  the 
CAH.  Therefore,  because  it  is  the 
physician’s  decision  as  to  whether  he  or 
she  chooses  to  reassign  billing  rights  to 
the  CAH,  we  believe  we  cannot 
accurately  determine  which  physicians 
would  choose  to  opt  out  of  the  optional 
method  upon  implementation  of  the 
proposed  provision. 

To  address  the  commenters’  concerns 
regarding  possible  misinterpretation  of 
the  proposed  regulatory  change  by 
Medicare  contractors,  we  intend  to  issue 
instructions  to  ensure  that  contractors 
properly  update  the  Fiscal  Intermediary 
Share  System  (FISS).  The  instructions 
will  include  full  and  complete  details  to 
clarify  that  the  regulatory  text  change  is 
only  applicable  to  services  for  which  the 
CAH  has  elected  to  use  the  optional 
method.  We  are  not  adopting  the 
commenter’s  proposed  regulatory 
language  because,  as  stated  previously, 
the  regulations  pertaining  to  payment 
for  outpatient  facility  services  for  CAHs 
that  elect  the  optional  method  need  to 
conform  to  the  statutory  text  at  section 
1834(g)(2)(A)  of  the  Act  that  references 
reasonable  cost  payment  instead  of  “101 
percent  of  reasonable  cost”  payment. 

Comment:  Many  commenters 
requested  that  if  the  proposed  policy  is 
finalized,  CMS  specify  an  effective  date 
for  the  proposed  change.  The 
commenters  urged  CMS  to  allow  CAHs 
adequate  time  to  evaluate  their 
circumstances  and  make  an  informed 
decision  as  to  whether  or  not  to  elect  the 
optional  method  going  forward.  Several 
commenters  recommended  that,  if  the 
proposed  policy  is  finalized,  the 
effective  date  should  be  no  earlier  than 
cost  reporting  periods  beginning  on  or 
after  January  1,  2010. 

Response:  We  believe  we  cannot 
delay  implementation  of  this  proposed 
policy  as  the  regulation  as  currently 
written  is  not  consistent  with  the  plain 
reading  of  section  1834(g)(2)(A)  of  the 
Act.  However,  we  recognize  that  it  may 
be  unfair  to  apply  this  change  in  the 
middle  of  an  existing  cost  reporting 
period,  when  CAHs  made  their  decision 
to  elect  the  optional  method  under  the 
existing  regulatory  text.  Therefore, 
while  we  are  finalizing  the  revisions  to 
the  regulations  as  proposed,  the  change 
will  be  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1 , 
2009,  and  not  in  the  middle  of  any 
CAH’s  cost  reporting  period.  If  a  CAH 
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determines  that,  based  on  the 
percentage  revision  in  the  regulation, 
the  CAH  no  longer  wants  to  elect  to  use 
the  optional  method,  the  CAH  may 
change  its  election  beginning  with  its 
next  cost  reporting  period  that  begins  on 
or  after  October  1,  2009. 

Comment:  Commenters  expressed 
concern  that  reducing  payment  for 
outpatient  facility  services  for  CAHs 
that  elect  the  optional  method  from  101 
percent  of  reasonable  cost  to  100 
percent  of  reasonable  cost  would  limit 
access  to  patient  care.  One  commenter 
stated  that  “*  *  *  the  option  to  use 
Method  2  billing  was  intended  to  be  an 
additional  incentive  to  attract 
physicians  to  provide  services  in 
communities  where  their  services  might 
not  otherwise  be  available.  Method  2 
billing  is  meant  to  be  an  enhancement 
to  what  a  CAH  would  otherwise  receive 
as  reimbursement,  not  a  choice  between 
what  is  received  for  professional 
services  versus  what  is  received  for 
facility  services.”  The  commenter  stated 
that  if  CMS  believes  the  language 
describing  payment  for  CAHs  that  elect 
the  optional  method  is  ambiguous,  CMS 
should  request  clarification  from 
Congress  so  that  Congress’  drafting  error 
can  be  corrected,  rather  than  proposing 
a  rule  that  would  prove  harmful  to  the 
provision  of  physician  services  in  the 
local  community.  Another  commenter 
stated  that  “This  increased  payment  for 
physician  services  helps  bring 
physicians  to  our  areas.  It  would  be 
counterproductive  to  then  take  away  the 
add-on  the  hospital  gets.”  One 
commenter  stated  that  it  would  make 
more  sense  to  reduce  payment  under  the 
optional  method  for  professional 
services  and  leave  payment  for  facility 
services  at  101  percent  of  reasonable 
cost.  The  commenter  stated  that  using 
the  optional  method  for  physician 
services  has  allowed  its  CAH  to  simplify 
Medicare  billing  for  providers’  services. 
The  commenter  also  asserted  that  using 
the  optional  method  for  physician 
services  has  made  it  easier  for  the 
patient  to  understand  the  bill  he  or  she 
receives  because  the  CAH  can  combine 
the  facility  service  and  the  physician 
service  onto  one  bill  to  the  Medicare 
contractor.  The  commenter  stated  that, 
for  example,  the  CAH  can  combine  an  . 
X  ray  and  the  radiologist  reading  fee 
charges  onto  one  bill  to  the  Medicare 
contractor.  However,  the  commenter 
indicated,  under  the  proposed  rule,  it 
would  have  to  bill  the  X  ray  to  the 
Medicare  contractor  and  the  radiologist 
reading  fee  to  the  Medicare  carrier. 
Under  this  scenario,  the  patient  would 
receive  two  explanations  of  benefit 
forms  as  opposed  to  the  one  the  patient 


receives  under  the  current  rules.  In 
addition,  under  the  proposed  provision, 
the  CAH  would  have  increased  billing 
costs  because  it  would  have  to  provide 
two  explanations  of  benefits. 

Response:  We  emphasize  that  the 
proposed  provision  to  reduce  payment 
for  outpatient  facility  services  for  CAHs 
that  elect  the  optional  method  from  101 
percent  of  reasonable  cost  to  100 
percent  of  reasonable  cost  does  not 
affect  payment  to  CAHs  for  professional 
services  under  the  optional  method.  As 
a  result,  it  would  not  be  appropriate  to 
change  payment  for  professional 
services  under  the  optional  method  of 
payment  because  the  statute  clearly 
states  that  payment  for  these  services  is 
115  percent  of  the  physician  fee 
schedule  amount.  CAHs  will  continue 
to  receive  payment  at  115  percent  of  the 
applicable  physician  fee  schedule 
amount  for  professional  services. 
Therefore,  we  do  not  agree  that  reducing 
payment  for  outpatient  facility  services 
will  necessarily  limit  the  provision  of 
physician  services.  Furthermore,  as 
stated  previously,  if  Congress  makes  a 
legislative  change  to  allow  CAHs  that 
elect  the  optional  payment  method  to 
receive  101  percent  of  reasonable  cost 
for  outpatient  facility  services,  CMS  will 
revise  the  regulations  accordingly  to 
implement  such  a  change. 

In  response  to  the  commenter’s 
concern  regarding  the  billing  process, 
we  encourage  the  commenter  to  work 
with  its  Medicare  contractor  to  resolve 
those  concerns. 

In  summary,  in  order  to  ensure  that 
thd  regulations  are  consistent  with  the 
plain  reading  of  section  1834(g)(2)(A)  of 
the  Act,  we  are  finalizing  our  proposal 
to  revise  the  regulatory  text  at 
§  413.70(b)(3)(ii)(A)  to  state  that  CAHs 
that  elect  the  optional  method  will 
receive  payment  at  100  percent  of 
reasonable  cost  for  outpatient  facility 
services.  The  change  is  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009.  The  change  does  not 
affect  the  existing  policy  for  payment  for 
the  professional  component  as  set  forth 
under  §413.70(b)(3)(ii)(B). 

4.  Continued  Participation  by  CAHs 
Located  in  Counties  Redesignated  as 
Urban 

Under  section  1820(c)(2)(B)(i)  of  the 
Act,  a  facility  is  eligible  for  designation 
as  a  CAH  only  if  it  is  located  in  a  county 
or  equivalent  unit  of  local  government 
in  a  rural  area  (as  defined  in  section 
1886(d)(2)(D)  of  the  Act),  or  is  being 
treated  as  being  located  in  a  rural  area 
pursuant  to  section  1886(d)(8)(E)  of  the 
Act.  The  regulations  implementing  this 
location  requirement  are  located  at  42 
CFR  485.610(b).  Currently,  several 


CAHs  are  located  in  counties  that  were 
designated  as  “rural  areas”  in  FY  2009 
under  section  1886(d)(2)(D)  of  the  Act 
but  will,  as  of  October  1,  2009,  be 
considered  to  be  located  in  urban  areas 
due  to  the  redesignation  of  three 
Micropolitan  Statistical  Areas 
announced  by  the  Office  of  Management 
and  Budget  (OMB)  on  November  20, 
2008.  (We  refer  readers  to  section  III.C. 
of  this  preamble  for  a  discussion  of  the 
changes  in  the  three  Micropolitan 
Statistical  Areas  that  now  qualify  as 
MSAs  that  were  announced  in  OMB 
Bulletin  No.  09-01.)  A  facility  that  is 
located  in  an  urban  area  cannot  remain 
a  CAH,  unless  it  has  been  deemed  rural 
under  42  CFR  412.103.  In  response  to 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  in  which  we  discussed 
the  OMB  changes  for  purposes  of 
determining  the  hospital  wage  index  for 
FY  2010  (74  FR  24139),  we  received  a 
number  of  public  comments  on  this 
issue. 

Comment:  Many  commenters  urged 
CMS  to  exercise  the  same  executive 
discretion  that  was  applied  in  the  FY 
2005  IPPS  final  rule  (69  FR  49221),  in 
which  CMS  provided  for  special 
treatment  for  CAHs  that  weret  affected 
by  OMB  redesignations  of  MSAs  by 
amending  the  regulations  at  §  412.103 
and  §  485.610  to  allow  CAHs  that  were 
located  in  counties  that  were  considered 
rural  in  FY  2004,  but  urban  in  FY  2005, 
to  maintain  their  CAH  status  through 
either  the  earlier  of  FY  2006  or  when  the 
CAH  obtained  a  rural  designation  under 
§  412.103.  The  commenters  stated  that, 
under  the  amendment,  CAHs  were 
allowed  to  continue  participation  as  a 
CAH  for  2  years  and  were  not  required 
to  convert  to  PPS  hospitals  unless  they 
were  not  able  to  obtain  a  rural 
designation  under  §412.103. 

The  commenters  also  requested  that 
CMS  not  only  takothe  same  approach 
as  it  did  in  FY  2005,  but  also 
recommended  that  CMS  make  the 
regulation  change  permanent  so  that  the 
agency  does  not  have  to  address  this 
issue  each  time  the  redesignation  or 
creation  of  MSAs  affects  CAH  status.  To 
do  so,  the  commenters  recommended 
that  CMS  revise  §485. 610(b)(3)  to  delete 
references  to  specific  dates  and  instead 
incorporate  general  language  to  allow 
CAHs  that  have  CAH  status  in  one  year, 
but  are  located  in  counties  that  will  be 
considered  urban  in  the  next  year,  to 
retain  their  CAH  status  for  a  2-year 
period.  The  commenters  also  suggested 
that  CMS  also  revise  §  412.103(a)(4)  to 
delete  references  to  specific  dates  and 
instead  incorporate  general  language 
allowing  CAHs  that  are  .located  in 
counties  that  are  reclassified  from  rural 
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to  urban  to  have  2  years  to  obtain  a  rural 
designation  under  §  412.103. 

Several  commenters  stated  that  if 
CMS  is  unwilling  to  take  the  same 
approach  as  it  afforded  CAHs  in  FY 
2005,  CAHs  located  mainly  in  Kansas 
and  Missouri,  as  an  unintended 
consequence,  will  lose  their  CAH  status 
and  will  be  forced  to  revert  back  to  a 
PPS  hospital.  The  commenters  stated 
that  if  CAH  participation  were 
terminated,  these  facilities  would  likely 
need  to  seek  State  licensure  and 
Medicare  participation  as  hospitals  in 
order  to  be  able  to  continue  operations. 
However,  the  commenters  argued  that 
this  would  have  a  profound  effect  on  the 
communities  that  CAHs  service  and 
would  place  these  facilities  at 
significant  financial  risk  in  excess  of 
more  than  $1  million  per  hospital  per 
year. 

Response:  We  understand  the 
commenters’  concerns  and  agree  that 
providing  a  transition  period  for  the 
CAHs  that  are  located  in  counties  that 
are  reclassified  from  rural  to  urban  to 
obtain  a  rural  redesignation  will 
mitigate  the  disruptive  impact  of  this 
change.  Accordingly,  we  believe  it  is 
appropriate  to  revise  §  485.610  by 
adding  a  new  paragraph  (b)(4)  and  to 
revise  §  412.103  by  adding  a  new 
paragraph  (a)(5)  to  provide  special 
treatment  for  such  facilities,  as  was 
done  in  FY  2005.  Under  the  revision 
made  to  §  485.610(b)  and  §  412.103(a),  a 
CAH  that  is  located  in  a  county  that,  in  . 
FY  2009,  was  not  part  of  an  MSA,  as 
defined  by  the  OMB,  but  as  of  FY  2010 
was  included  as  part  of  an  MSA  as  a 
result  of  the  most  recent  census  data 
and  implementation  of  the  new  MSA 
definitions  announced  by  OMB  on 
November  20,  2008,  would  nevertheless 
be  considered  to  meet  the  rural  location 
requirement  and,  therefore,  could 
continue  participating  without 
interruption  as  a  CAH  from  October  1 , 
2009  through  the  earlier  of  the  date  on 
which  the  CAH  obtains  a  rural 
designation  under  §412.103,  or 
September  30,  2011.  Such  a  facility 
would  be  allowed  to  continue 
participating  as  a  CAH  and  would  not 
be  required  to  convert  back  to  being  a 
PPS  hospital  unless  it  was  not  able  to 
obtain  rural  designation  under  that 
section.  We  also  will  consider  whether 
it  is  appropriate  to  propose,  in  future 
IPPS  rulemaking,  to  revise  §485.610 
and  §  412.103  to  provide  for  a  transition 
period  any  time  a  CAH  that  was 
formerly  considered  to  be  located  in  a 
rural  area  is  designated  as  being  located 
in  an  urban  area  as  a  result  of  the 
redesignation  of  its  county  from  rural  to 
urban. 


D.  Provider-Based  Status  of  Facilities 
and  Organizations:  Policy  Changes 

1.  Background 

Since  the  beginning  of  the  Medicare 
program,  some  providers,  which  we 
refer  to  as  “main  providers,”  have 
functioned  as  a  single  entity  while 
owning  and  operating  multiple 
provider-based  departments,  locations, 
and  facilities  that  were  treated  as  part  of 
the  main  provider  for  Medicare 
purposes.  Therefore,  we  have 
maintained  that  having  clear  criteria  for 
provider-based  status  is  important 
because  by  failing  to  properly 
distinguish  between  a  provider-based 
facility  and  a  freestanding  facility,  we 
risk  additional  program  payments  and 
increased  beneficiary  coinsurance 
liability  with  no  commensurate  benefit 
to  the  Medicare  program  or  its 
beneficiaries.  In  addition,  we  jeopardize 
the  delivery  of  safe  and  appropriate 
health  care  services  to  beneficiaries. 

The  Medicare  policies  regarding 
provider-based  status  of  facilities  and 
organizations  are  set  forth  at  42  CFR 
413.65.  The  regulations  at  §413.65  have 
been  revised  and  updated  on  numerous 
occasions  since  they  were  originally 
issued  on  April  7,  2000  (65  FR  18504). 
We  note  that  the  implementation  of  the 
April  7,  2000  regulations  was  delayed 
by  Public  Law  106-554  (BIPA)  for  many 
providers.  Public  Law  106-554  also 
made  changes  in  the  criteria  for 
determining  provider-based  status, 
which  we  implemented  in  a  final  rule 
published  in  the  Federal  Register  on 
November  30,  2001  (66  FR  59956).  The 
most  recent  revisions  of  §  413.65  were 
included  in  the  FY  2006  IPPS  final  rule 
(70  FR  47457  through  47461  and  47487 
through  47488)  when  we  updated  the 
rules  with  respect  to  the  facilities  for 
which  provider-based  determinations 
will  not  be  made  and  clarified  some  of 
the  provider-based  definitions  and 
requirements. 

Currently,  §  413.65(a)  specifies  the 
facilities  and  organizations  for  which 
provider-based  status  may  be  sought 
and  lists  those  facilities  for  which 
determinations  of  provider-based  status 
for  Medicare  payment  purposes  are  not 
made.  Section  413.65(b)  describes  the 
procedures  for  making  provider-based 
determinations,  and  §  413.65(c)  explains 
the  requirements  for  reporting  material 
changes  in  relationships  between  main 
providers  and  provider-based  facilities 
and  organizations.  In  §  413.65(d),  we 
specify  all  of  the  requirements  that  any 
facility  or  organization  for  which 
provider-based  status  is  sought  must 
meet,  whether  located  on  or  off  the 
campus  of  a  potential  main  provider. 
Section  413.65(e)  specifies  additional 


requirements  applicable  to  off-campus 
facilities  or  organizations.  These 
requirements  include:  Operation  under 
the  ownership  and  control  of  the  main 
provider:  administration  and 
supervision;  and  location.  Sections 
413.65(f)  through  (o)  set  forth  the 
policies  regarding  provider-based  status 
for  joint  ventures,  obligations  of  hospital 
outpatient  departments  and  hospital- 
based  entities,  management  contracts, 
furnishing  of  all  services  under 
arrangement,  inappropriate  treatment  of 
a  facility  or  organization  as  provider- 
based,  temporary  treatment  as  provider- 
based,  correction  of  errors,  status  of 
Indian  Health  Service  and  Tribal 
facilities  and  organizations,  FQHCs  and 
“look  alikes,”  and  effective  dates  of 
provider-based  status. 

2.  Changes  to  the  Scope  of  the  Provider- 
Based  Status  Regulations  for  CAHs 

(a)  CAH-Based  Clinical  Diagnostic 
Laboratory  Facilities 

As  we  discussed  in  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24204  through  24205),  the  provider- 
based  status  rules  generally  apply  to 
situations  where  there  is  a  financial 
incentive  for  a  facility  or  organization  to 
claim  affiliation  with  a  main  provider. 
The  provider-based  status  rules 
establish  criteria  for  a  facility  or 
organization  to  demonstrate  that  it  is 
integrated  with  the  main  provider  for 
payment  purposes.  However,  the 
regulation  at  §  413.65(a)(l)(ii)  lists 
specific  types  of  facilities  and 
organizations  for  which  CMS  will  not 
make  provider-based  determinations. 
Included  on  this  list  of  facilities  exempt 
from  provider-based  determinations  are 
facilities  that  furnish  only  clinical 
diagnostic  laboratory  services 
(§  413.65(a)(l)(ii)(G)). 

As  we  have  stated  previously  (that  is, 
the  FY  2006  IPPS  final  rule  (70  FR 
47457)),  the  list  at  §  413.65(a)(l)(ii)  was 
created  after  we  had  concluded  that 
“provider-based  determinations  should 
not  be  made  for  these  facilities  because 
the  outcome  of  the  determination  (that 
is,  whether  a  facility,  unit,  or 
department  is  found  to  be  freestanding 
or  provider-based)  would  not  affect  the 
methodology  used  to  make  Medicare  or 
Medicaid  payment,  the  scope  of  benefits 
available  to  a  Medicare  beneficiary  in  or 
at  the  facility,  or  the  deductible  or 
coinsurance  liability  of  a  Medicare 
beneficiary  in  or  at  the  facility.”  We 
note  that  we  included  a  facility  that 
furnishes  only  clinical  diagnostic 
laboratory  services  in  the  list  of  facilities 
for  which  a  determination  of  provider- 
based  status  is  not  made  in 
§413.65(a)(l)(ii)(G)  because  these 
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facilities  are  generally  paid  under  the 
Clinical  Laboratory  Fee  Schedule 
(CLFS),  regardless  of  the  setting  in 
which  the  services  are  furnished. 
Consequently,  we  believed  that  whether 
a  clinical  diagnostic  laboratory  was 
freestanding  or  provider-based  would 
not  affect  the  amount  of  Medicare 
payment. 

However,  upon  further  review  of 
existing  §  413.65(a)(1)(h),  we  believe 
that  a  clinical  diagnostic  laboratory, 
when  operated  as  part  of  a  CAH,  * 
generates  a  higher  Medicare  payment 
than  when  -operating  as  a  freestanding 
facility.  When  a  clinical  diagnostic 
laboratory  is  part  of  a  CAH,  the  services 
furnished  by  the  laboratory  are  generally 
paid  101  percent  of  reasonable  cost. 
Otherwise,  clinical  diagnostic  laboratory 
services  provided  by  a  freestanding 
diagnostic  laboratory  are  paid  under  the 
CLFS.  Currently,  because  the  services  of 
a  clinical  diagnostic  laboratory  of  a  CAH 
are  paid  at  a  higher  rate  by  virtue  of 
being  provided  by  a  CAH  department, 
we  believe  they  should  be  subject  to  the 
rules  under  the  provider-based  status 
regulations  at  §413.65. 

Therefore,  in  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule  (74  FR 
24205),  we  proposed  to  exclude  a 
clinical  diagnostic  laboratory  facility 
that  operates  as  part  of  a  CAH  from  the 
list  of  facilities  for  which  we  do  not 
make  provider-based  determinations. 
That  is,  we  proposed  to  revise  the 
regulations  to  require  facilities 
furnishing  only  clinical  diagnostic 
laboratory  tests  that  operate  as  part  of 
CAHs  to  meet  the  applicable  provider- 
based  criteria  in  §  413.65  in  order  for  the 
CAHs  to  receive  payments  for  the 
services  furnished  at  those  facilities 
based  on  reasonable  cost.  Specifically, 
we  proposed  to  revise  the  language  of 
§  413.65(a)(l)(ii)(G)  to  state  that  CMS 
will  not  make  a  determination  of 
provider-based  status  for  payment 
purposes  as  to  whether  the  following 
facilities  are  provider-based: 
“Independent  diagnostic  testing 
facilities  that  furnish  only  services  paid 
under  a  fee  schedule,  such  as  facilities 
that  furnish  only  screening 
mammography  services,  facilities  that 
furnish  only  clinical  diagnostic 
laboratory  tests,  other  than  those 
clinical  diagnostic  laboratory  facilities 
operating  as  parts  of  CAHs,  or  facilities 
that  furnish  only  some  combination  of 
these  services”  (emphasis  added).  In 
addition,  we  proposed  to  specify  that 
“Clinical  diagnostic  laboratories 
operating  as  parts  of  CAHs  must  meet 
the  applicable  provider-based 
requirements.” 

Comment:  One  commenter  questioned 
whether  there  is  a  financial  incentive  for 


a  clinical  diagnostic  laboratory  facility 
to  be  part  of  a  CAH  compared  to  a 
freestanding  clinical  diagnostic 
laboratory  facility  or  a  clinical 
diagnostic  laboratory  facility  that  is  part 
of  a  hospital.  The  commenter 
questioned  whether  payment  under 
reasonable  cost  for  clinical  diagnostic 
laboratory  services  is  higher  than 
payment  under  the  CLFS.  The 
commenter  requested  that  CMS  provide 
data  that  demonstrate  that  there  is,  in 
fact,  a  payment  differential  between  a 
freestanding  clinical  diagnostic 
laboratory  facility  and  a  CAH-owned 
clinical  diagnostic  laboratory  facility. 

Response:  CAHs  are,  by  definition, 
limited-service  facilities  located  in  rural 
areas.  CAH  services  are  paid  under  101 
percent  of  reasonable  cost  (or,  in  some 
cases,  reasonable  cost)  in  order  to 
ensure  that  these  isolated,  high-cost, 
rural  hospitals  are  able  to  furnish 
critical  health  care  services.  Thus,  it  is 
reasonable  to  assume  that  the  reasonable 
cost-based  payment  for  clinical 
diagnostic  laboratory  services  is,  in 
some  cases,  higher  than  payment  under 
the  CLFS.  As  such,  we  believe  that  there 
is  a  financial  incentive  for  clinical 
diagnostic  laboratory  facilities  to  be  part 
of  a  CAH  rather  than  a  freestanding 
facility  or  a  part  of  a  hospital.  Because 
of  this  financial  incentive,  we  believe 
that  a  CAH-owned  clinical  diagnostic 
laboratory  facility  should  demonstrate 
integration  with  the  CAH  under  the 
provider-based  status  rules  in  order  to 
receive  the  higher  CAH  payment  rate. 

Comment:  Several  commenters 
opposed  the  proposal  to  require  that 
facilities  that  furnish  only  clinical 
diagnostic  laboratory  services  as  part  of 
a  CAH  meet  the  provider-based  status 
rules.  The  commenters  were  opposed  to 
the  proposal  because  they  believed  that 
CAH-based  clinical  diagnostic 
laboratory  facilities  would  be  unable  to 
meet  all  of  the  provider-based  rules  at 
§413.65.  In  addition,  the  commenters 
were  concerned  that  these  facilities 
would  not  be  able  to  meet  the  distance 
requirement  applicable  to  CAHs  that 
requires  that  CAHs  and  their  provider- 
based  locations  established  after  January 
1,  2008,  must  be  more  than  35  miles 
from  a  hospital  or  another  CAH  (or  more 
than  15  miles  in  areas  with 
mountainous  terrain  or  only  secondary 
roads)  in  accordance  with  §  485.610(e). 
Another  commenter  requested  .that 
currently  operating  CAH-based  clinical 
diagnostic  laboratory  facilities  or  those 
under  development  should  be 
grandfathered  to  have  provider-based 
status.  Another  commenter  suggested 
that  currently  operating  CAH-based 
clinical  diagnostic  laboratory  facilities 
or  those  under  development  should  be 


granted  provider-based  status  if  they 
meet  the  applicable  provider-based 
status  rules  with  the  exception  of  the 
distance  requirement. 

Response:  The  intent  of  the  provider- 
based  status  rules  is  to  ensure  that 
higher  levels  of  Medicare  payment  are 
limited  to  situations  where  the  facility 
or  organization  is  clearly  an  integral  and 
subordinate  part  of  the  main  provider. 
Therefore,  we  believe  it  is  reasonable  for 
a  CAH-owned  clinical  diagnostic 
laboratory  facility  to  meet  the  provider- 
based  status  rules  to  demonstrate  that 
the  facility  is  fully  integrated  with  the 
main  provider  in  order  for  the  clinical 
diagnostic  laboratory  services  provided 
in  the  facility  to  be  paid  based  on 
reasonable  cost. 

We  understand  the  commenters’ 
concerns  that  clinical  diagnostic 
facilities  that  are  currently  operating  as 
part  of  CAHs  may  not  be  able  to  meet 
the  provider-based  status  rules. 

However,  we  do  not  agree  that,  because 
existing  facilities  cannot  meet  the 
provider-based  rules,  they  should  be 
exempt  from  those  rules.  We  believe 
that  these  facilities  should  meet  all  of 
the  requirements,  including  the 
provider-based  status  location 
requirement  at  §  413.65(e)(3)  under 
which  an  off-campus  provider-based 
department  must  be  within  35  miles  of 
the  main  provider  or  must  meet  other 
location  requirements.  In  addition, 
under  this  policy,  CAH-owned  clinical 
diagnostic  laboratory  facilities  would  be 
required  to  meet  the  requirement  at 
§  485.610(e)(2)  that  specifies  that,  for  a 
CAH  or  a  necessary  provider  CAH  that 
operates  an  off-campus  provider-based 
location  that  was  created  or  acquired  by 
the  CAH  on  or  after  January  1,  2008,  the 
off-campus  provider-based  location 
must  be  more  than  a  35-mile  drive  from 
a  hospital  or  another  CAH  (or  more  than 
a  15-mile  drive,  in  areas  with 
mountainous  terrain  or  only  secondary 
roads).  This  regulation  applies  to  the 
off-campus  provider-based  locations  of 
CAHs  created  or  acquired  on  or  after 
January  1,  2008.  If  a  CAH-owned 
clinical  diagnostic  laboratory  facility 
cannot  meet  the  location  requirement, 
we  believe  the  CAH-owned  clinical 
diagnostic  laboratory  facility  does  not 
warrant  the  higher  CAH  payment  rate. 
Accordingly,  we  are  not  amending  the 
proposal  to  grandfather  existing 
arrangements  of  CAH-owned  clinical  . 
diagnostic  laboratory  facilities. 
However,  in  this  final  rule,  we  are 
allowing  additional  time,  until  October 
1,  2010,  for  CAH-owned  clinical 
diagnostic  laboratory  facilities  to  meet 
the  provider-based  status  rules.  If  the 
CAH-based  clinical  diagnostic 
laboratory  facility  cannot  meet  the 
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provider-baaed  status  rules  by  that  date, 
the  clinical  diagnostic  laboratory 
services  furnished  at  the  facility  will  be 
paid  under  the  CLFS. 

Comment:  One  commenter  believed 
that  the  proposal  to  require  a  clinical 
diagnostic  laboratory  facility  that  is  part 
of  the  four  walls  of  the  CAH  to  meet  the 
provider-based  status  rules  was 
illogical.  The  commenter  believed  the 
proposal  would  be  similar  to  requiring 
a  radiology  department  of  a  CAH  to 
meet  the  provider-based  status  rules  so 
that  the  CAH  could  receive  reasonable 
cost-based  payment. 

Response:  The  provider-based  status 
rules  were  established  to  address  main 
providers  that  function  as  a  single  entity 
while  owning  and  operating  multiple 
departments,  locations,  and  facilities. 

We  dcr  not  agree  with  the  assertion  that 
just  because  a  department  is  within  the 
four  walls  of  a  hospital  or  CAH,  that  the 
department  should  be  exempt  from  the 
provider-based  status  rules.  Hospitals 
can  and  have  leased  space  on  their 
campuses  to  physicians  and  other 
providers  or  suppliers  of  health 
services,  and  these  providers  or 
suppliers  may  have  no  connection  to  or 
integration  with  the  hospital’s 
operations  other  than  a  lease  agreement 
and  physical  proximity.  For  example, 
under  our  existing  regulations,  a  CAH 
can  lease  some  of  its  space  to  a  clinical 
diagnostic  laboratory  facility,  and  that 
facility  could  be  paid  more  significantly 
for  services  as  a  provider-based 
department  to  the  CAH  than  as  a 
freestanding  facility.  Because  of  this 
payment  difference,  we  believe  that  a 
clinical  diagnostic  laboratory  facility 
must  meet  the  provider-based  status 
rules  at  §  413.65,  even  if  it  is  located 
within  the  CAH,  to  demonstrate  that  it 
is  fully  integrated  with  the  operations  of 
the  CAH  and  warrants  the  higher  CAH 
payment  rate.  Therefore,  in  order  for 
services  to  be  paid  under  reasonable 
cost,  a  clinical  diagnostic  laboratory 
facility  that  is  part  of  a  CAH  must  meet 
the  appropriate  provider-based  status 
rules,  regardless  of  whether  it  is  on  or 
off  the  campus  of  the  CAH. 

Comment:  Some  commenters 
expressed  concern  about  how  the 
proposal  would  affect  “necessary 
provider”  CAHs.  The  commenters 
believed  that  clinical  diagnostic 
laboratory  facilities  that  are  part  of 
CAHs  that  received  the  “necessary 
provider”  designation  would  not  be  able 
to  meet  the  provider-based  status  rules. 
The  commenters  stated  that  necessary 
provider  CAHs  did  not  have  to  meet  the 
mileage  requirement;  therefore,  by 
requiring  their  clinical  diagnostic 
laboratory  facilities  to  meet  the 
provider-based  status  rules,  the  facilities 


would  not  meet  the  distance 
requirement  which  would  threaten  the 
CAHs’  status.  The  commenters  were 
concerned  that,  as  a  result  of  this 
proposal,  facilities  may  close, 
decreasing  beneficiary  access  to  these 
essential  services. 

Response:  Under  §  485.610(c)  of  the 
regulations,  CAHs  with  the  necessary 
provider  designation  are  CAHs  that, 
before  January  1,  2006,  were  “certified 
by  the  State  as  being  a  necessary 
provider  of  health  care  services  to 
residents  in  the  area”  and  are  exempt 
from  the  distance  requirement  that  it  is 
more  than  a  35-mile  drive  (or  in  the  case 
of  mountainous  terrain  or  in  areas  with 
only  secondary  roads  available,  more 
than  a  15-mile  drive)  from  a  hospital  or 
another  CAH.  Designations  for 
necessary  provider  CAHs  were  made 
until  December  31,  2005,  and  these 
necessary  provider  CAHs  were 
grandfathered  and  allowed  to  maintain 
that  designation  after  January  1,  2006. 
Section  485.610(e)  of  the  regulations 
requires  that  an  off-campus  provider-  . 
based  location  of  a  CAH  or  a  necessary 
provider  CAH  that  is  created  or  acquired 
on  or  after  January  1 ,  2008,  must  be 
more  than  a  35-mile  drive  (or  in  the  case 
of  mountainous  terrain  or  in  areas  with 
only  secondary  roads  available,  more 
than  a  15-mile  drive)  from  another  CAH 
or  hospital.  Because  the  regulation  at 
§  485.610(e)  did  not  exempt  provider- 
based  departments  of  necessary 
provider  CAHs  from  the  distance 
requirement,  we  do  not  believe  that 
necessary  provider  CAHs  that  own  off- 
campus  clinical  diagnostic  laboratory 
facilities  should  be  exempt  from  the 
distance  requirement  now  that  these 
clinical  diagnostic  laboratory  facilities 
must  meet  the  provider-based  status 
rules.  We  note  that  §  485.610(e)(2)  only 
applies  the  distance  requirement  to 
CAH-based,  off-campus  provider-based 
locations  created  or  acquired  on  or  after 
January  1,  2008.  Therefore,  only  CAH- 
based,  off-campus  facilities  furnishing 
clinical  diagnostic  laboratory  services 
acquired  or  created  on  or  after  January 
1,  2008,  must  meet  the  distance 
requirement  at  §  485.610(e)(2),  which 
requires  the  off-campus  provider-based 
location  to  be  more  than  a  35-mile  drive 
from  another  hospital  or  CAH.  In 
contrast,  CAH-based  clinical  diagnostic 
laboratory  facilities  acquired  or  created 
prior  to  January  1,  2008,  must  meet  the 
location  requirements  at  §413.65  to  be 
considered  provider-based  to  the  CAH, 
but  are  exempt  from  the  distance 
requirement  at  §  485.610(e)(2). 

Regarding  the  concern  that  clinical 
diagnostic  laboratory  facilities  may 
close,  decreasing  beneficiary  access  to 
these  essential  services  as  a  result  of  this 


policy,  we  believe  this  is  an  incorrect 
assumption.  If  a  CAH  owns  a  clinical 
diagnostic  laboratory  facility  that  does 
not  meet  the  provider-based  status  rules 
at  §  413.65  or  the  CAH  distance 
requirements  at  §485.610,  the  services 
provided  in  the  clinical  diagnostic 
laboratory  facility  will  still  be  paid 
under  the  CLFS. 

Comment:  Commenters  requested  that 
CMS  specify  an  effective  date  for  the 
proposal  to  require  CAH-owned 
facilities  furnishing  diagnostic 
laboratory  tests  to  meet  the  provider- 
based  rules.  The  commenters  requested 
that  CMS  set  an  effective  date  no  earlier 
than  October  1,  2010,  so  that  CAHs  have 
adequate  time  to  ensure  that  their 
clinical  diagnostic  laboratory  facilities 
meet  provider-based  status  rules  and  to 
allow  for  CAHs  to  attest  to  obtaining 
provider-based  status. 

Response:  We  agree  with  the 
commenters  that  CAHs  may  require 
time  to  ensure  that  their  clinical 
diagnostic  laboratory  facilities  meet  the 
provider-based  status  rules  at  §  413.65 
in  order  for  services  furnished  in  those 
facilities  to  be  paid  under  reasonable 
cost.  In  addition,  we  understand  that 
CAHs  may  want  to  file  an  attestation, 
although  voluntary,  with  their  CMS 
Regional  Office  to  get  a  provider-based 
status  determination.  We  encourage 
CAHs  to  work  with  their  CMS  Regional 
Office  and  contractor  on  how  to  file  an 
attestation  and  request  a  provider-based 
determination.  To  allow  CAHs  the  time 
they  need  to  make  organizational 
changes,  if  necessary,  to  comply  with 
the  provider-based  status  rules  and  to 
ensure  that  the  CMS  Regional  Offices 
and  contractors  are  able  to  process 
requests  for  provider-based 
determinations,  we  are  delaying  the 
effective  date  of  our  policy  so  that 
clinical  diagnostic  laboratory  facilities 
that  are  part  of  a  CAH  will  have  to  meet 
the  provider-based  status  rules  as  of 
October  1,  2010.  Beginning  October  1, 
2010,  a  clinical  diagnostic  laboratory 
facility  will  be  considered  as  provider- 
based  to  a  CAH  only  if  it  meets  all  of 
the  requirements  at  §  413.65,  and  if,  on 
that  date,  it  either  has  a  written 
determination  from  CMS  that  it  is 
provider-based  or  is  billing  and  being 
paid  as  a  provider-based  department  or 
entity  of  the  CAH.  In  this  final  rule,  we 
are  modifying  our  proposal  to  revise 
§413.65(a)(l)(ii)(G)  to  reflect  an 
effective  date  of  October  1,  2010.  In 
addition,  the  CAH  distance  requirement 
at  §  485.610(e)(2)  provides  that  off- 
campus  provider-based  locations  of  a 
CAH  or  a  necessary  provider  CAH  that 
were  created  or  acquired  on  or  after 
January  1,  2008,  must  be  more  than  a 
35-mile  drive  from  a  hospital  or  another 
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CAH  as  of  October  1,  2010.  Existing 
CAH-based  clinical  diagnostic 
laboratory  facilities  that  were  created  on 
or  after  January  1,  2008,  will  also  have 
to  satisfy  the  CAH  distance 
requirements  for  the  CAH  to  retain  its 
CAH  certification,  as  well  as  meet  the 
provider-based  status  rules  in  order  to 
be  paid  based  on  reasonable  cost. 

Comment:  One  commenter  asked 
whether  the  policy  to  require  CAH- 
owned  clinical  diagnostic  laboratory 
facilities  to  meet  the  provider-based 
rules  would  apply  to  open  cost  reports. 

In  addition,  the  commenter  asked 
whether  Medicare  contractors  had  to 
audit  the  facilities  to  determine 
provider-based  status. 

Response:  As  discussed  above,  we  are 
specifying  that  the  CAH-owned  clinical 
diagnostic  laboratory  facilities  must 
meet  the  provider-based  status  rules  by 
October  1,  2010,  in  order  for  their 
services  to  be  paid  at  reasonable  cost. 

The  policy  will  not  apply  to  open  cost 
reports;  rather,  CAH-based  clinical 
diagnostic  laboratory  facilities  will  have 
to  meet  the  provider-based  status  rules 
by  October  1,  2010.  Medicare 
contractors  should  use  their  standard 
audit  procedures  to  review  CAH  cost 
reports  for  periods  beginning  on  or  after 
October  1,  2010,  to  ensure  that  their 
facilities  furnishing  clinical  diagnostic 
laboratory  tests  meet  the  provider-based 
rules  and  are  billing  appropriately.  In 
addition,  Medicare  contractors  and  CMS 
Regional  Offices  can  expect  to  receive 
attestations  for  provider-based 
determinations  of  CAH-based  clinical 
diagnostic  laboratory  facilities. 

In  adopting  this  change  to  the 
provider-based  status  rules,  we 
recognize  that  there  may  be  confusion 
between  this  provision  that  a  clinical 
diagnostic  laboratory  facility  that  is  part 
of  a  CAH  must  meet  provider-based 
status  rules  in  order  to  receive  the 
higher  reasonable  cost-based  payment 
and  the  provision  discussed  in  section 
VII.C.2.  of  this  preamble  to  implement 
section  148  of  Public  Law  110-275.  In 
section  VII.C.2.  of  this  preamble,  we  are 
adopting  as  final  our  proposal  to  revise 
the  regulations  at  §  413.70  to  specify 
that  CAHs  can  bill  for  outpatient 
clinical  diagnostic  laboratory  services 
furnished  to  patients  who  are 
outpatients  of  the  CAH,  regardless  of 
whether  they  are  physically  present  in 
the  CAH  at  the  time  the  specimen  is 
collected.  Under  the  revision  to 
§  413.70,  in  order  for  a  CAH  to  bill 
based  on  the  reasonable  costs  of 
outpatient  clinical  diagnostic  laboratory 
services  furnished  to  an  individual,  the 
individual  must  be  an  outpatient  of  the 
CAH,  as  defined  at  §  410.2,  that  is,  be 
receiving  services  directly  from  the 


CAH.  As  a  result,  either  the  individual 
must  be  receiving  outpatient  services  in 
the  CAH  on  the  same  day  that  the 
specimen  is  collected  or  the  specimen 
must  be  collected  by  an  employee  of  the 
CAH.  Under  the  final  policy  changes  to 
the  provider-based  status  rules  under 
§413.65  in  this  section  of  this  final  rule, 
if  a  CAH  operates  a  provider-based 
clinical  diagnostic  laboratory  facility, 
the  facility  must  meet  the  provider- 
based  status  requirements  under 
§  413.65  in  order  for  the  facility  to  be 
considered  part  of  the  CAH  and  in  order 
for  the  CAH  to  be  eligible  to  be  paid 
based  on  reasonable  cost  for  the  clinical 
diagnostic  laboratory  services  furnished 
by  the  laboratory  facility.  According  to 
our  finalized  policy  in  section  VII.C.2. 
of  the  preamble  of  this  final  rule,  a  CAH 
will  have  the  option  to  bill  for 
outpatient  clinical  diagnostic  laboratory 
services  based  on  reasonable  cost  for 
patients  where  the  specimen  was 
collected  at  non-CAH-based  facilities  as 
long  as  the  patients  are  outpatients  of 
the  CAH,  as  defined  above,  and 
therefore,  either  the  specimen  is 
collected  by  an  employee  of  the  CAH  or 
the  individual  is  receiving  outpatient 
services  in  the  CAH  on  the  same  day 
that  the  specimen  is  collected.  In 
addition,  under  our  provider-based 
status  finalized  policy  in  this  final  rule, 
a  CAH  can  also  bill  for  clinical 
diagnostic  laboratory  services  on  a 
reasonable  cost  basis  for  patients  who 
are  furnished  services  in  a  clinical 
diagnostic  laboratory  facility  that  is 
owned  and  operated  by  the  CAH  as  long 
as  the  clinical  diagnostic  laboratory 
facility  meets  the  provider-based  status 
requirements  at  §413.65. 

In  summary,  after  consideration  of  the 
public  comments  we  received,  we  still 
believe  that  clinical  diagnostic 
laboratory  facilities  could  generate  an 
increase  in  Medicare  payments  when 
they  are  part  of  a  CAH  compared  to 
when  they  are  freestanding.  Therefore, 
we  are  finalizing  our  proposal  that  these 
facilities,  which  are  currently  exempt 
from  provider-based  determinations, 
must  meet  the  applicable  provider- 
based  status  requirements  at  §  413.65  in 
order  for  the  CAH  to  receive  payment 
for  their  clinical  diagnostic  laboratory 
services  based  on  reasonable  cost.  This 
requirement  will  apply  to  facilities  that 
furnish  clinical  diagnostic  laboratory 
services  beginning  on  or  after  October  1, 
2010.  It  is  important  to  note  that,  in 
addition  to  meeting  the  provider-based 
status  requirements  at  §  413.65,  these 
provider-based  facilities  will  also  have 
to  meet  other  requirements  for  provider- 
based  facilities  operated  by  CAHs, 
including  the  distance  requirements 


under  §  485.610(e).  Generally,  the 
regulations  at  §  485.610(e)(2)  provide 
that  off-campus  provider-based 
locations  of  a  CAH  that  were  created  or 
acquired  on  or  after  January  1,  2008, 
must  be  more  than  a  35-mile  drive  from 
a  hospital  or  another  CAH  if  the  CAH 
is  to  continue  meeting  the  location 
requirements  under  §  485.610(e)(2). 

b.  CAH-Based  Ambulance  Services 

The  existing  regulations  at 
§  413.70(b)(5)  provide  that  ambulance 
services  are  paid  at  reasonable  cost  if 
the  services  are  furnished  by  a  CAH  or 
by  an  entity  owned  and  operated  by  a 
CAH,  but  only  if  the  CAH  or  entity  is 
the  only  supplier  or  provider  of 
ambulance  service  within  a  35-mile 
drive  of  the  CAH  or  entitv.  In  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  (74  FR  24205  and  24206),  we 
solicited  public  comments  regarding 
whether  an  ambulance  service  that  is 
owned  and  operated  by  a  CAH,  and  is 
eligible  to  receive  reasonable  cost-based 
payment,  should  be  required  to  meet  the 
provider-based  status  rules.  It  is 
important  to  consider  that  the  regulation 
at  §  413.70(b)(5)  already  specifies  the 
proximity  criteria  that  CAH-owned  and 
operated  ambulance  services  must  meet 
in  order  to  be  paid  at  reasonable  cost. 
However,  these  proximity  requirements 
are  used  to  ensure  that  CAH-owned  and 
operated  ambulance  services  do  not 
receive  higher,  payments  in  relation  to  a 
competing  ambulance  service  that  is  not 
owned  and  operated  by  a  CAH.  It  can 
be  argued  that  CAH-owned  and 
operated  ambulance  suppliers  or 
providers  should  also  be  required  to 
meet  the  provider-based  status 
requirements  to  demonstrate  that  the 
ambulance  services  are  integrated  with 
the  CAH  because  the  CAH  ambulance 
services  are  paid  at  a  higher  Medicare 
payment  level  when  they  are  owned  and 
operated  by  a  CAH  compared  to  when 
they  are  freestanding. 

Comment:  Several  commenters 
disagreed  that  CAH-owned  and  operated 
ambulance  services  that  are  eligible  to 
be  paid  at  reasonable  cost  should  be 
required  to  meet  applicable  provider- 
based  rules.  The  commenters  generally 
cited  the  unique  role  that  CAHs  serve  in 
regions  with  limited  medical  service 
options.  The  commenters  claimed  that 
requiring  ambulance  services  to  meet 
provider-based  status  rules  would  result 
in  an  unnecessary  administrative 
burden  and  would  result  in  the  loss  of 
service  in  some  areas.  The  commenters 
specifically  cited  the  cases  of  “necessary 
provider  CAHs,”  which  would  be 
unable  to  meet  the  requirements  that 
provider-based  departments  or  facilities 
be  located  beyond  35  miles  (15  miles  if 
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located  in  mountainous  terrain)  from 
another  CAH  or  hospital. 

Response:  While  commenters  may  be 
concerned  that  an  ambulance  service 
based  to  a  necessary  provider  CAH  may 
not  be  able  to  meet  the  requirements  set 
forth  in  §  485.610(e)(2)  if  we  required 
CAH-based  ambulances  to  meet  the 
provider-based  status  rules,  we  point 
out  that  there  are  existing  regulations  at 
§  413.70(b)(5)  that  prohibit  CAHs  from 
receiving  a  cost-based  payment  for 
ambulance  services  if  another  provider 
or  supplier  of  ambulance  services  is 
located  within  a  35-mile  drive  of  the 
CAH.  The  main  campus  of  a  necessary 
provider  CAH  is  not  subject  to  CAH 
distance  requirements  and  may  be 
within  35  miles  of  another  CAH  of 
hospital.  However,  that  distance 
exception  does  not  apply  to  off-campus 
provider-based  departments  of 
necessary  provider  CAHs  that  were 
created  or  acquired  on  or  after  January 
1,  2008,  Under  §  485.610(e)(2),  off- 
campus,  provider-based  locations  of 
CAHs  and  necessary  provider  CAHs  that 
were  created  or  acquired  on  or  after 
January  1,  2008,  must  be  more  than  a 
35-mile  drive  from  another  CAH  or 
hospital.  We  agree  that  a  proposal  to 
subject  CAH-based  ambulance  services 
paid  based  on  reasonable  cost  to 
provider-based  determinations  may 
result  in  some  ambulance  services  not 
being  able  to  meet  the  CAH  distance 
requirements  for  provider-based 
facilities  at  §  485.610(e)  and,  as  a  result, 
ambulance  services  provided  by  the 
necessary  provider  CAH  could  not  be 
paid  under  reasonable  cost. 

With  respect  to  the  unnecessary 
administrative  burden  that  may  be 
placed  upon  CAH-owned  and  operated 
ambulance  services,  we  reiterate  that 
any  regulatory  proposal  would  only 
apply  to  those  ambulance  services  that 
are  eligible  to  receive  a  reasonable  cost 
payment,  in  accordance  with 
§  413.70(b)(5);  that  is,  ambulance 
services  furnished  by  a  CAH  or  an  entity 
that  is  owned  and  operated  by  a  CAH, 
where  the  CAH  or  the  entity  is  the  only 
provider  or  supplier  of  ambulance 
services  within  a  3 5 -mile  radius. 
Ambulance  services  that  are  paid  under 
the  fee  schedule  would  not  be  subject  to 
provider-based  determinations. 
Furthermore,  we  are  aware  that  some  of 
the  provider-based  requirements  at 
§413.65  include  required  provisions 
that  may  not  be  applicable  to  ambulance 
services  (for  example,  clinical  privileges 
for  professional  staff,  medical  record 
retrieval  system  integration,  among 
others).  If,  in  the  future,  we  propose  to 
require  that  CAH-owned  and  operated 
ambulance  services  meet  the  provider- 
based  status  rules,  we  would  propose 


the  applicable  provider-based  status 
requirements  that  the  ambulance 
services  would  need  to  meet  for 
provider-based  status. 

In  summary,  while  we  still  believe 
that  it  may  be  appropriate  to  require  any 
part  of  a  CAH  to  meet  the  provider- 
based  rules  in  order  to  be  paid  at 
reasonable  cost,  we  are  not  at  this  time 
proposing  or  adopting  any  changes  to 
the  regulations  at  §  413.65  to  require 
CAH-owned  and  operated  ambulance 
services  that  are  eligible  to  be  paid  at 
reasonable  cost  to  meet  the  provider- 
based  status  rules.  We  thank  those 
commenters  that  responded  to  our 
solicitation  of  public  comments. 

3.  Technical  Correction  to  Regulations 

Section  413.65(a)(l)(ii)(H)  of  the 
regulations  specifies,  among  the 
facilities  for  which  CMS  does  not  make 
provider-based  determinations  for 
payment  purposes,  “Facilities,  other 
than  those  operating  as  parts  of  CAHs, 
furnishing  only  physical,  occupational, 
or  speech  therapy  to  ambulatory 
patients,  for  as  long  as  the  $1,500 
annual  cap  on  coverage  of  physical, 
occupational,  or  speech  therapy,  as 
described  in  section  1833(g)(2)  of  the 
Act,  remains  suspended  by  the  action  of 
the  subsequent  legislation.”  In  the  FY 
2010  IPPS/RY  2010  LTCH  proposed  rule 
(74  FR  24206),  we  proposed  to  make 
two  basic  changes  to  the  language  of 
§413.65(a)(l)(ii)(H).  First,  we  proposed 
to  delete  the  phrase  “$1,500  annual 
cap”  and  replace  it  with  the  generic 
phrase  “annual  financial  cap  amount”. 
We  proposed  to  make  this  change 
because  we  need  to  update  our 
regulations  to  reflect  that  the  $1,500 
annual  financial  cap  is  no  longer 
applicable  and  has  been  replaced  with 
the  cap  amount  described  in  section 
1833(g)(2)(B)  of  the  Act.  Specifically, 
the  $1,500  cap  amount  described  in 
section  1833(g)(2)(A)  of  the  Act  was 
limited  to  3  years  (1999  through  2001). 
For  years  after  2001,  in  general,  the 
amount  of  the  annual  cap  on  payment 
of  physical,  occupational,  or  speech 
therapy  is  the  amount  specified  in  the 
preceding  year  increased  by  the 
percentage  increase  in  the  Medicare 
economic  index  for  the  current  year 
(section  1833(g)(2)(B)  of  the  Act). 
However,  we  note  that  the  annual  cap 
amount  did  not  apply  to  expenses 
incurred  with  respect  to  such  therapy 
services  during  various  years  as  set  forth 
in  the  statute. 

Second,  we  proposed  to  replace  the 
phrase  “for  as  long  as”  with  the  phrase 
“throughout  any  period  during  which” 
and  to  replace  the  phrase  “remains 
suspended  by  the  action  of  subsequent 
legislation”  with  the  phrase  “is,  .,  iti, 


suspended  by  legislation”.  We  proposed 
to  make  this  change  because 
§413.65(a)(l)(ii)(H),  as  currently 
written,  may  incorrectly  suggest  that  the 
annual  financial  cap  amounts  on  the 
therapy  services  described  in  sections 
1833(g)(1)  and  1833(g)(3)  of  the  Act 
continue  to  be  suspended.  Although  the 
financial  caps  on  such  services  were 
suspended  when  the  provision  was 
added  originally,  they  ceased  to  be 
suspended  for  a  portion  of  2003  and 
then  beginning  January  1,  2006.  We 
indicated  that  we  believe  the  proposed 
change  would  eliminate  any  confusion 
about  whether  the  therapy  caps  were  or 
were  not  currently  suspended,  as  well 
as  accomplish  our  goal  of  exempting 
facilities,  other  than  those  operating  as 
parts  of  CAHs,  that  furnish  only 
physical,  occupational,  or  speech 
therapy  to  ambulatory  patients  from 
complying  with  the  provider-based 
status  requirements  any  time  the  annual 
financial  cap  amount  as  described  in 
section  1883(g)(2)  of  the  Act  is 
suspended  by  legislation.  In  conclusion^ 
we  maintain  that  we  would  not  make 
provider-based  determinations  for  non- 
CAH  operated  facilities  furnishing  only 
physical,  occupational,  or  speech 
therapy  to  ambulatory  patients  when  the 
therapy  cap  is  suspended. 

We  also  are  further  clarifying  a 
proposed  regulation  text  change  not 
fully  detailed  in  the  proposed  rule.  The 
term  “payment  for”  was  inserted 
between  “annual  financial  cap  amount 
on”  and  “coverage  of  physical, 
occupational,  or  speech  therapy”  in  the 
regulatory  text  to  more  accurately 
describe  the  referenced  financial  cap  on  ‘ 
therapy  services. 

We  did  not  receive  any  public 
comments  on  our  proposals  for 
correction  of  the  regulatory  language. 
Therefore,  in  this  final  rule,  we  are 
adopting  the  proposals  as  final. 

E.  Report  of  Adjustment  (Exceptions) 
Payment  , 

Section  4419(b)  of  Public  Law  105-33 
requires  the  Secretary  to  publish 
annually  in  the  Federal  Register  a 
report  describing  the  total  amount  of 
adjustment  payments  made  to  excluded 
hospitals  and  units,  by  reason  of  section 
1886(b)(4)  of  the  Act,  during  the 
previous  fiscal  year. 

The  process  of  requesting, 
adjudicating,  and  awarding  an 
adjustment  payment  is  likely  to  occur 
over  a  2-year  period  or  longer.  First, 
generally,  an  excluded  hospital  or 
excluded  unit  of  a  hospital  must  file  its 
cost  report  for  a  fiscal  year  in 
accordance  with  §  413.24(f)(2).  The 
fiscal  intermediary  or  MAC  reviews  the 
cost  report  and  issues  a  Notice  of 
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Reimbursement  (NPR).  Once  the 
hospital  receives  the  NPR,  if  its 
operating  costs  are  in  excess  of  the 
ceiling,  the  hospital  may  file  a  request 
for  an  adjustment  payment.  After  the 
fiscal  intermediary  or  MAC  receives  the 
hospital’s  request  in  accordance  with 
applicable  regulations,  the  fiscal 
intermediary  or  MAC  or  CMS, 
depending  on  the  type  of  adjustment 
requested,  reviews  the  request  and 
determines  if  an  adjustment  payment  is 
warranted.  This  determination  is 
sometimes  not  made  until  more  than  6 


months  after  the  date  the  request  is  filed 
because  there  are  times  when  the 
applications  are  incomplete  and 
additional  information  must  be 
requested  in  order  to  have  a  completed 
application.  However,  in  an  attempt  to 
provide  interested  parties  with  data  on 
the  most  recent  adjustments  for  which 
we  do  have  data,  we  are  publishing  data 
on  adjustment  payments  that  were 
processed  by  the  fiscal  intermediary  or 
CMS  during  FY  2008. 

The  table  below  includes  the  most 
recent  data  available  from  the  fiscal 


intermediaries  or  MACs  and  CMS  on 
adjustment  payments  that  were 
adjudicated  during  FY  2008.  As 
indicated  above,  the  adjustments  made 
during  FY  2008  only  pertain  to  cost 
reporting  periods  ending  in  years  prior 
to  FY  2007.  Total  adjustment  payments 
given  to  excluded  hospitals  and  units 
during  FY  2008  are  $9,780,846.  The 
table  depicts  for  each  class  of  hospitals, 
in  the  aggregate,  the  number  of 
adjustment  requests  adjudicated,  the 
excess  operating  cost  over  ceiling,  and 
the  amount  of  the  adjustment  payments. 


Class  of  hospital 

Number 

Excess  cost  i 
over  ceiling 

Adjustment 

payments 

Psychiatric . 

14 

$12,585,567 

$3,429,244 

Children’s  . 

3 

1,326,989 

1,183,486 

3 

28,656,569 

5,136,202 

Religious  Nonmedical  Health  Care  Institution  . . 

1 

40,961 

31,914 

Total . 

9,780,846 

VIII.  Changes  to  the  Long-Term  Care 
Hospital  Prospective  Payment  System 
(LTCH  PPS)  for  RY  2010 

A.  Background  of  the  LTCH  PPS 
1.  Legislative  and  Regulatory  Authority 

Section  123  of  the  Medicare, 

Medicaid,  and  SCHIP  (State  Children’s 
Health  Insurance  Program)  Balanced 
Budget  Refinement  Act  of  1999  (BBRA) 
(Pub.  L.  106-113)  as  amended  by 
section  307(b)  of  the  Medicare, 

Medicaid,  and  SCHIP  Benefits 
Improvement  and  Protection  Act  of 
2000  (BIPA)  (Pub.  L.  106-554)  provides 
for  payment  for  both  the  operating  and 
capital-related  costs  of  hospital 
inpatient  stays  in  long-term  care 
hospitals  (LTCHs)  under  Medicare  Part 
A  based  on  prospectively  set  rates.  The 
Medicare  prospective  payment  system 
(PPS)  for  LTCHs  applies  to  hospitals 
that  are  described  in  section 
1886(d)(l)(B)(iv)  of  the  Social  Security 
Act  (the  Act),  effective  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2002. 

Section  1886(d)(l)(B)(iv)(I)  of  the  Act 
defines  a  LTCH  as  “a  hospital  which  has 
an  average  inpatient  length  of  stay  (as 
determined  by  the  Secretary)  of  greater 
than  25  days.”  Section 
1886(d)(l)(B)(iv)(II)  of  the  Act  also 
provides  an  alternative  definition  of 
LTCHs:  specifically,  a  hospital  that  first 
received  payment  under  section  1886(d) 
of  the  Act  in  1986  and  has  an  average 
inpatient  length  of  stay  (LOS)  (as 
determined  by  the  Secretary  of  Health 
and  Human  Services  (the  Secretary))  of 
greater  than  20  days  and  has  80  percent 
or  more  of  its  annual  Medicare  inpatient 
discharges  with  a  principal  diagnosis 


that  reflects  a  finding  of  neoplastic 
disease  in  the  12-month  cost  reporting 
period  ending  in  FY  1997. 

Section  123  of  the  BBRA  requires  the 
PPS  for  LTCHs  to  be  a  “per  discharge” 
system  with  a  diagnosis-related  group 
(DRG)  based  patient  classification 
system  that  reflects  the  differences  in 
patient  resources  and  costs  in  LTCHs. 

Section  307(b)(1)  of  the  BIPA,  among 
other  things,  mandates  that  the 
Secretary  shall  examine,  and  may 
provide  for,  adjustments  to  payments 
under  the  LTCH  PPS,  including 
adjustments  to  DRG  weights,  area  wage 
adjustments,  geographic  reclassification, 
outliers,  updates,  and  a  disproportionate 
share  adjustment. 

In  the  August  30,  2002  Federal 
Register,  we  issued  a  final  rule  that 
implemented  the  LTCH  PPS  authorized 
under  the  BBRA  and  BIPA  (67  FR 
55954).  This  system  currently  uses 
information  from  LTCH  patient  records 
to  classify  patients  into  distinct  MS- 
long-term  care  diagnosis-related  groups 
(MS-LTC-DRGs)  based  on  clinical 
characteristics  and  expected  resource 
needs.  Payments  are  calculated  for  each 
MS-LTC-DRG  and  provisions  are  made 
for  appropriate  payment  adjustments. 
Payment  rates  under  the  LTCH  PPS  are 
updated  annually  and  published  in  the 
Federal  Register. 

The  LTCH  PPS  replaced  the 
reasonable  cost-based  payment  system 
under  the  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982  (TEFRA) 
(Pub.  L.  97-248)  for  payments  for 
inpatient  services  provided  by  a  LTCH 
with  a  cost  reporting  period  beginning 
on  or  after  October  1,  2002.  (The 
regulations  implementing  the  TEFRA 


reasonable  cost-based  payment 
provisions  are  located  at  42  CFR  part 
413.)  With  the  implementation  of  the 
PPS  for  acute  care  hospitals  authorized 
by  the  Social  Security  Amendments  of 
1983  (Pub.  L.  98-21),  which  added 
section  1886(d)  to  the  Act,  certain 
hospitals,  including  LTCHs,  were 
excluded  from  the  PPS  for  acute  care 
hospitals  and  were  paid  their  reasonable 
costs  for  inpatient  services  subject  to  a 
per  discharge  limitation  or  target 
amount  under  the  TEFRA  system.  For 
each  cost  reporting  period,  a  hospital- 
specific  ceiling  on  payments  was 
determined  by  multiplying  the 
hospital’s  updated  target  amount  by  the 
number  of  total  current  year  Medicare 
discharges.  (Generally,  in  section  VIII.  of 
this  preamble,  when  we  refer  to 
discharges,  the  intent  is  to  describe 
Medicare  discharges.)  The  August  30, 
2002  final  rule  further  details  the 
payment  policy  under  the  TEFRA 
system  (67  FR  55954). 

In  the  August  30,  2002  final  rule,  we 
provided  for  a  5-year  transition  period. 
During  this  5-year  transition  period,  a 
LTCH’s  total  payment  under  the  PPS 
was  based  on  an  increasing  percentage 
of  the  Federal  rate  with  a  corresponding 
decrease  in  the  percentage  of  the  LTCH 
PPS  payment  that  is  based  on 
reasonable  cost  concepts.  However, 
effective  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2006, 
total  LTCH  PPS  payments  are  based  on 
100  percent  of  the  Federal  rate. 

In  addition,  in  the  August  30,  2002 
final  rule,  we  presented  an  in-depth 
discussion  of  the  LTCH  PPS,  including 
the  patient  classification  system, 
relative  weights,  payment  rates, 
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additional  payments,  and  the  budget 
neutrality  requirements  mandated  by 
section  123  of  the  BBRA.  The  same  final 
rule  that  established  regulations  for  the 
LTCH  PPS  under  42  CFR  part  412, 
Subpart  O  also  contained  LTCH 
provisions  related  to  covered  inpatient 
services,  limitation  on  charges  to 
beneficiaries,  medical  review  * 
requirements,  furnishing  of  inpatient 
hospital  services  directly  or  under 
arrangement,  and  reporting  and 
recordkeeping  requirements.  We  refer 
readers  to  the  August  30,  2002  final  rule 
for  a  comprehensive  discussion  of  the 
research  and  data  that  supported  the 
establishment  of  the  LTCH  PPS  (67  FR 
55954). 

In  the  June  6,  2003  Federal  Register, 
we  published  a  final  rule  that  set  forth 
the  FY  2004  annual  update  of  the 
payment  rates  for  the  Medicare  PPS  for 
inpatient  hospital  services  furnished  by 
LTCHs  (68  FR  34122).  It  also  changed 
the  annual  period  for  which  the 
payment  rates  were  to  be  effective,  such 
that  the  annual  updated  rates  were 
effective  from  July  1  through  June  30 
instead  of  from  October  1  through 
September  30.  We  refer  to  the  July 
through  June  time  period  as  a  “long¬ 
term  care  hospital  rate  year”  (LTCH  PPS 
rate  year).  In  addition,  we  changed  the 
publication  schedule  for  the  annual 
update  to  allow  for  an  effective  date  of 
July  1 .  The  payment  amounts  and 
factors  used  to  determine  the  annual 
update  of  the  LTCH  PPS  Federal  rate  are 
based  on  a  LTCH  PPS  rate  year.  While 
the  LTCH  payment  rate  updates  were  to 
be  effective  July  1,  the  annual  update  of 
the  DRG  classifications  and  relative 
weights  for  LTCHs  continued  to  be 
linked  to  the  annual  adjustments  of  the 
acute  care  hospital  inpatient  DRGs  and 
were  effective  each  October  1. 

As  discussed  in  detail  in  section 
VIII.A.l.  of  the  May  9,  2008  RY  2009 
LTCH  PPS  final  rule  (73  FR  26788),  we 
again  changed  the  schedule  for  the 
annual  updates  of  the  LTCH  PPS 
Federal  payment  rates  beginning  with 
RY  2010.  We  consolidated  the 
rulemaking  cycle  for  the  annual  update 
of  the  LTCH  PPS  Federal  payment  rates 
and  description  of  the  methodology  and 
data  used  to  calculate  these  payment 
rates  with  the  annual  update  of  the  MS- 
LTC-DRG  classifications  and  associated 
weighting  factors  for  LTCHs  so  that  the 
updates  to  the  rates  and  the  weights 
now  occur  on  the  same  schedule  and 
appear  in  the  same  publication.  A&  a 
result,  the  updates  to  the  rates  and  the 
weights  are  now  effective  on  October  1 
(on  a  Federal  fiscal  year  schedule),  and 
the  annual  updates  to  the  LTCH  PPS 
Federal  rates  will  no  longer  be 


published  with  a  July  1  effective  date 
(73  FR  26797  through  26798). 

Public  Law  110-173  (MMSEA), 
enacted  on  December  29,  2007,  included 
provisions  that  have  various  effects  on 
the  LTCH  PPS.  In  addition  to  amending 
section  1861  of  the  Act  to  add  a 
subsection  (ccc)  which  provided  an 
additional  definition  of  LTCHs  and 
facility  criteria,  Public  La\»  110-173 
also  required  that  no  later  than  18 
months  after  the  date  of  enactment  of 
the  law,  the  Secretary  conduct  a  study 
and  submit  a  report  to  Congress  that 
included  “recommendations  for  such 
legislation  and  administrative  actions, 
including  timelines  for  the 
implementation  of  LTCH  patient  criteria 
or  other  actions,  as  the  Secretary 
determines  appropriate.”  The  payment 
policy  provisions  under  Public  Law 
110-173  also  have  varying  timeframes 
of  applicability.  First,  we  note  that 
certain  provisions  of  Public  Law  110- 
173  provided  that  the  Secretary  shall 
not  apply,  for  cost  reporting  periods 
beginning  on  or  after  the  date  of  the 
enactment  of  Public  Law  110-173 
(December  29,  2007)  for  a  3-year  period: 
The  extension  of  payment  adjustments 
at  §412.534  to  “grandfathered  LTCHs” 

(a  long-term  care  hospital  identified  by 
the  amendment  made  by  section  4417(a) 
of  Pub.  L.  105-33);  and  the  payment 
adjustment  at  §  412.536  to 
“freestanding”  LTCHs.  In  addition, 
Public  Law  110-173  provided  that  the 
Secretary  shall  not  apply,  for  the  3-year 
period  beginning  on  the  date  of 
enactment  of  the  Act,  the  revision  to  the 
short-stay  outlier  (SSO)  policy  that  was 
finalized  in  the  RY  2008  LTCH  PPS  final 
rule  (72  FR  26904  and  26992)  and  the 
one-time  adjustment  to  the  payment 
rates  provided  for  in  §  412.523(d)(3). 

The  statute  also  provided  that  the  base, 
rate  for  RY  2008  be  the  same  as  the  base 
rate  for  RY  2007  (the  revised  base  rate, 
however,  does  not  apply  to  discharges 
occurring  on  or  after  July  1,  2007,  and 
before  April  1,  2008);  for  a  3-year 
moratorium  (with  specified  exceptions) 
on  the  establishment  of  new  LTCHs, 
LTCH  satellites,  and  on  the  increase  in 
the  number  of  LTCH  beds.  Public  Law 
110-173  also  revised  the  threshold 
percentages  for  certain  co-located 
LTCHs  and  LTCH  satellites  governed 
under  §412.534.  Finally,  Public  Law 
110-173  provided  for  an  expanded 
review  of  medical  necessity  for 
admission  and  continued  stay  at  LTCHs. 

In  the  RY  2009  LTCH  PPS  final  rule 
(73  FR  26801  through  26812),  we 
established  the  applicable  Federal  rates 
for  RY  2009  consistent  with  section 
1886(m)(2)  of  the  Act  as  amended  by 
Public  Law  110-173.  We  also  revised 
the  regulations  at  §  412.523(d)(3)  to 


change  the  methodology  for  the  one¬ 
time  budget  neutrality  adjustment  and 
to  comply  with  section  114(c)(4)  of 
Public  Law  110-173.  Other  policy 
revisions  necessitated  by  the  statutory 
changes  of  Public  Law  110-173  were 
addressed  in  separate  interim  final 
rulemaking  documents  with  comment 
periods  (73  FR  24871  and  73  FR  29699). 

First,, in  the  May  6,  2008  interim  final 
rule  with  comment  period  (73  FR 
24871),  we  implemented  changes  made 
by  section  114(c)(3)  and  (e)  of  the 
MMSEA  that  affected  payments  to 
LTCHs  for  inpatient  hospital  services  as 
follows: 

•  Modification  of  payment 
adjustments  to  certain  SSO  cases. 

Section  114(c)(3)  of  the  MMSEA 
specified  that  the  refinement  of  the  SSO 
policy  implemented  in  RY  2008  shall 
not  apply  for  a  3-year  period  beginning 
with  discharges  occurring  on  or  after 
December  29,  2007.  Specifically,  the 
fourth  SSO  payment  option  under 
§412.529(c)(3)(i)  shall  not  apply  for  a 
3-year  period. 

•  Revision  to  the  RY  2008  payment 
rate  provision.  Section  114(e)(1)  of  the 
MMSEA  provided  that  the  base  rate  for 
RY  2008  “shall  be  the  same  as  the  base 
rate  for  discharges  for  the  hospital 
occurring  during  the  rate  year  ending  in 

2007. ”  Furthermore,  in  accordance  with 
section  114(e)(2)  of  the  MMSEA,  the 
revised  payment  rate  will  not  be 
applicable  to  discharges  occurring  on  or 
after  July  1,  2007  and  before  April  1, 

2008. 

The  May  22,  2008  interim  final  rule 
with  comment  (73  FR  29699) 
implemented  changes  made  by  section 
114(c)(1)  and  (c)(2)  and  section  114(d)  of 
the  MMSEA  as  follows: 

•  Modification  of  payment 
adjustments  to  LTCHs  and  LTCH 
satellite  facilities  for  discharges  of 
patients  who  were  admitted  from 
specific  referring  hospitals  and  that 
exceed  various  percentage  thresholds. 
Sections  114(c)(1)  and  (c)(2)  of  the 
MMSEA  mandated  specific  changes  for 
3  years,  beginning  with  cost  reporting 
periods  beginning  on  or  after  December 
29,  2007,  with  respect  to  §  412.534  in 
existence  as  that  time,  which  governs 
the  “25, percent  threshold”  payment 
adjustment  to  LTCH  hospitals-within- 
hospitals-(HwHs)  and  LTCH  satellite 
facilities  for  discharges  of  patients  who 
were  admitted  from  their  co-located 
hosts  (established  in  the  FY  2005  IPPS 
final  rule  and  amended  in  the  RY  2008 
LTCH  PPS  final  rule),  and  §412.536  in 
existence  at  that  time,  which  applies  a 
payment  adjustment  policy  (that  was  in 
transition  to  25  percent  prior  to  the 
enactment  of  this  law)  to  LTCH  and 
LTCH  satellite  facilities  for  discharges  of 
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patients  who  were  admitted  from  any 
individual  hospital  not  co-located  with 
the  LTCH  or  LTCH  satellite  facility 
(established  in  the  RY  2008  LTCH  PPS 
final  rule). 

•  Moratorium  on  new  LTCHs,  LTCH 
satellite  facilities,  and  on  increase  in 
beds  in  existing  LTCHs  and  LTCH 
satellite  facilities.  Section  114(d)  of  the 
MMSEA  established  a  3-year 
moratorium,  beginning  on  December  29, 
2007,  on  the  establishment  and 
classification  of  new  LTCHs,  LTCH 
satellite  facilities,  and  on  any  increase 
in  beds  in  existing  LTCHs  and  LTCH 
satellite  facilities,  with  certain 
exceptions. 

We  received  6  timely  pieces  of 
correspondence  in  response  to  the  May 
6,  2008  interim  final  rule  with  comment 
period  and  30  timely  pieces  of 
correspondence  on  the  May  22,  2008 
interim  final  rule  with  comment  period. 
We  are  finalizing  these  two  interim  final 
rules  with  comment  period  in  this 
Federal  Register  document  and 
addressing  the  public  comments  that  we 
received  under  section  X.  of  the 
preamble  of  this  document. 

Section  4302  of  the  ARRA,  Public 
Law  111-5,  enacted  on  February  17, 
2009,  included  several  amendments  to 
the  provisions  set  forth  in  section  114  of 
Public  Law  110-173  (the  MMSEA).  We 
have  issued  instructions  to  the  fiscal 
intermediaries  and  MACs  interpreting 
the  provisions  of  section  4302  of  Public 
Law  111-5  (Change  Request  6444).  As 
we  stated  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  we  are 
implementing  the  provisions  of  section 
4302  of  Public  Law  111-5  through  an 
interim  final  rule  with  comment  period 
in  this  Federal  Register  document 
under  section  XI.  of  this  preamble. 

2.  Criteria  for  Classification  as  a  LTCH 
a.  Classification  as  u  LTCH 

Under  the  existing  regulations  at 
§  412.23(e)(1)  and  (e)(2)(i),  which 
implement  section  1886(d)(l)(B)(iv)(I)  of 
the  Act,  to  qualify  to  be  paid  under  the 
LTCH  PPS,  a  hospital  must  have  a 
provider  agreement  with  Medicare  and 
must  have  an  average  Medicare 
inpatient  length  of  stay  (LOS)  of  greater 
than  25  days.  Alternatively, 

§  412.23(e)(2)(ii)  states  that  for  cost 
reporting  periods  beginning  on  or  after 
August  5, 1997,  a  hospital  that  was  first 
excluded  from  the  PPS  in  1986  and  can 
demonstrate  that  at  least  80  percent  of 
its  annual  Medicare  inpatient  discharges 
in  the  12-month  cost  reporting  period 
ending  in  FY  1997  have  a  principal 
diagnosis  that  reflects  a  finding  of 
neoplastic  disease  must  have  an  average 
inpatient  length  of  stay  for  all  patients, 


including  both  Medicare  and  non- 
Medicare  inpatients,  of  greater  than  20 
days. 

b.  Hospitals  Excluded  From  the  LTCH 
PPS 

The  following  hospitals  are  paid 
under  special  payment  provisions,  as 
described  in  §  412.22(c),  and  therefore, 
are  not  subject  to  the  LTCH  PPS  rules:  - 

•  Veterans  Administration  hospitals. 

•  Hospitals  that  are  reimbursed  under 
State  cost  control  systems  approved 
under  42  CFR  part  403. 

•  Hospitals  that  are  reimbursed  in 
accordance  with  demonstration  projects 
authorized  under  section  402(a)  of  the 
Social  Security  Amendments  of  1967 
(Pub.  L.  90-248)  (42  U.S.C.  1395b-l)  or 
section  222(a)  of  the  Social  Security 
Amendments  of  1972  (Pub.  L.  92-603) 
(42  U.S.C.  1395b-l  (note))  (Statewide 
all-payer  systems,  subject  to  the  rate-of- 
increase  test  at  section  1814(b)  of  the 
Act). 

•  Nonparticipating  hospitals 
furnishing  emergency  services  to 
Medicare  beneficiaries. 

3.  Limitation  on  Charges  to  Beneficiaries 

In  the  August  30,  2002  final  rule,  we 
presented  an  in-depth  discussion  of 
beneficiary  liability  under  the  LTCH 
PPS  (67  FR  55974  through  55975).  In  the 
RY  2005  LTCH  PPS  final  rule  (69  FR 
25676),  we  clarified  that  the  discussion 
of  beneficiary  liability  in  the  August  30, 
2002  final  rule  was  not  meant  to 
establish  rates  or  payments  for,  or  define 
Medicare-eligible  expenses.  Under 
§  412.507,  if  the  Medicare  payment  to 
the  LTCH  is  the  full  LTC-DRG  payment 
amount,  as  consistent  with  other 
established  hospital  prospective 
payment  systems,  a  LTCH  may  not  bill 
a  Medicare  beneficiary  for  more  than  the 
deductible  and  coinsurance  amounts  as 
specified  under  §409.82,  §409.83,  and 
§  409.87  and  for  items  and  services  as 
specified  under  §  489.30(a).  However, 
under  the  LTCH  PPS,  Medicare  will 
only  pay  for  days  for  which' the 
beneficiary  has  coverage  until  the  SSO 
threshold  is  exceeded.  Therefore,  if  the 
Medicare  payment  was  for  a  SSO  case 
(§  412.529)  that  was  less  than  the  full 
LTC-DRG  payment  amount  because  the 
beneficiary  had  insufficient  remaining 
Medicare  days,  the  LTCH  could  also 
charge  the  beneficiary  for  services 
delivered  on  those  uncovered  days 
(§412.507). 


4.  Administrative  Simplification 
Compliance  Act  (ASCA)  and  Health 
Insurance  Portability  and 
Accountability  Act  (HIPAA) 

Compliance 

Claims  submitted  to  Medicare  must 
comply  with  both  the  Administrative 
Simplification  Compliance  Act  (ASCA) 
(Pub.  L.  107-105),  and  the  Health 
Insurance  Portability  and 
Accountability  Act  of  1996  (HIPAA) 
(Pub.  L.  104-191).  Section  3  of  the 
ASCA  requires  that  the  Medicare 
Program  deny  payment  under  Part  A  or 
Part  B  for  any  expenses  incurred  for 
items  or  services  “for  which  a  claim  is 
submitted  other  than  in  an  electronic 
form  specified  by  the  Secretary.” 

Section  1862(h)  of  the  Act  (as  added  by 
section  3(a)  of  the  ASCA)  provides  that 
the  Secretary  shall  waive  such  denial  in 
two  specific  types  of  cases  and  may  also 
waive  such  denial  “in  such  unusual 
cases  as  the  Secretary  finds  appropriate” 
(68  FR  48805).  Section  3  of  the  ASCA 
operates  in  the  context  of  the  HIPAA 
regulations,  which  include,  among  other 
provisions,  the  transactions  and  code 
sets  standards  requirements  codified  as 
45  CFR  parts  160  and  162,  subparts  A 
and  I  through  R  (generally  known  as  the 
Transactions  Rule).  The  Transactions 
Rule  requires  covered  entities,  including 
covered  health  care  providers,  to 
conduct  certain  electronic  healthcare 
transactions  according  to  the  applicable 
transactions  and  code  sets  standards. 

B.  Medicare  Severity  Long-Term  Care 
Diagnosis-Related  Group  (MS-LTC- 
DRG)  Classifications  and  Relative 
Weights 

1.  Background 

Section  123  of  the  BBRA  requires  that 
the  Secretary  implement  a  PPS  for 
LTCHs  (that  is,  a  per  discharge  system 
with  a  diagnosis-related  group  (DRG)- 
based  patient  classification  system 
reflecting  the  differences  in  patient 
resources  and  costs).  Section  307(b)(1) 
of  the  BIPA  modified  the  requirements 
of  section  123  of  the  BBRA  by  requiring 
that  the  Secretary  examine  “the 
feasibility  and  the  impact  of  basing 
payment  under  such  a  system  [the  long¬ 
term  care  hospital  (LTCH)  PPS]  on  the 
use  of  existing  (or  refined)  hospital 
DRGs  that  have  been  modified  to 
account  for  different  resource  use  of 
LTCH  patients,  as  well  as  the  use  of  the 
most  recently  available  hospital  ' 
discharge  data.” 

When  the  LTCH  PPS  was 
implemented  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2002, 
we  adopted  the  same  DRG  patient 
classification  system  (that  is,  the  CMS 
DRGs)  that  was  utilized  at  that  time 
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under  the  IPPS.  As  a  component  of  the 
LTCH  PPS,  we  refer  to  this  patient 
classification  system  as  the  “long-term 
care  diagnosis-related  groups  (LTC- 
DRGs).”  As  discussed  in  greater  detail 
below,  although  the  patient 
classification  system  used  under  both 
the  LTCH  PPS  and  the  IPPS  are  the 
same,  the  relative  weights  are  different. 
The  established  relative  weight 
methodology  and  data  used  under  the 
LTCH  PPS  result  in  relative  weights 
under  the  LTCH  PPS  that  reflect  “the 
differences  in  patient  resource  use 
*  *  *”  of  LTCH  patients  (section 
123(a)(1)  of  the  BBRA  (Pub.  L.  106- 
113)). 

As  part  of  our  efforts  to  better 
recognize  severity  of  illness  among 
patients,  in  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47130),  the 
MS-DRGs  and  the  Medicare  severity 
long-term  care  diagnosis-related  groups 
(MS-LTC-DRGs)  were  adopted  under 
the  IPPS  and  the  LTCH  PPS, 
respectively,  effective  beginning 
October  1,  2007  (FY  2008).  For  a  full 
description  of  the  development  and 
implementation  of  the  MS-DRGs  and 
MS-LTC-DRGs,  we  refer  readers  to  the 
FY  2008  IPPS  final  rule  with  comment 
period  (72  FR  47141  through  47175  and 
47277  through  47299).  (We  note  that,  in 
that  same  final  rule?  we  revised  the 
regulations  at  §  412.-503  to  specify  that 
for  LTCH  discharges  occurring  on  or 
after  October  1,  2007,  when  applying 
the  provisions  of  42  CFR  part  412, 
Subpart  O  applicable  to  LTCHs  for 
policy  descriptions  and  payment 
calculations,  all  references  to  LTC- 
DRGs  would  be  considered  a  reference 
to  MS-LTC-DRGs.  For  the  remainder  of 
this  section,  we  present  the  discussion 
in  terms  of  the  current  MS-LTC-DRG 
patient  classification  system  unless 
specifically  referring  to  the  previous 
LTC-DRG  patient  classification  system 
that  was  in  effect  before  October  1, 

2007.)  We  believe  the  MS-DRGs  (and  by 
extension,  the  MS-LTC-DRGs) 
represent  a  substantial  improvement 
over  the  previous  CMS  DRGs  in  their 
ability  to  differentiate  cases  based  on 
severity  of  illness  and  resource 
consumption. 

The  MS-DRGs  adopted  in  FY  2008 
represent  an  increase  in  the  number  of 
DRGs  by  207  (that  is,  from  538  to  745) 
(72  FR  47171).  In  FY  2009,  an  additional 
MS-DRG  was  adopted  for  a  total  of  746 
distinct  groupings  (73  FR  48497).  In 
addition  to  improving  the  DRG  system’s 
recognition  of  severity  of  illness,  we 
believe  the  MS-DRGs  are  responsive  to 
the  public  comments  that  were  made  on 
the  FY  2007  IPPS  proposed  rule  with 
respect  to  how  we  should  undertake 
further  DRG  reform.  The  MS-DRGs  use 


the  CMS  DRGs  as  the  starting  point  for 
revising  the  DRG  system  to  better 
recognize  resource  complexity  and 
severity  of  illness.  We  have  generally 
retained  all  of  the  refinements  and 
improvements  that  have  been  made  to 
the  base  DRGs  over  the  years  that 
recognize  the  significant  advancements 
in  medical  techAology  and  changes  to 
medical  practice. 

Consistent  with  section  123  of  the 
BBRA,  as  amended  by  section  307(b)(1) 
of  the  BIPA,  and  §  412.515,  we  use 
information  derived  from  LTCH  PPS 
patient  records  to  classify  LTCH 
discharges  into  distinct  MS-LTC-DRGs 
based  on  clinical  characteristics  and 
estimated  resource  needs.  We  then 
assign  an  appropriate  weight  to  the  MS- 
LTC-DRGs  to  account  for  the  difference 
in  resource  use  by  patients  exhibiting 
the  case  complexity  and  multiple 
medical  problems  characteristic  of 
LTCHs. 

In  a  departure  from  the  IPPS,  and  as 
discussed  in  greater  detail  below  in 
section  VIII. B. 3. e.  of  this  preamble,  we 
use  low-volume  MS-LTC-DRGs  (that  is, 
MS-LTC-DRGs  with  less  than  25  LTCH 
cases)  in  determining  the  MS-LTC-DRG 
relative  weights  because  LTCHs  do  not 
typically  treat  the  full  range  of 
diagnoses  as  do  acute  care  hospitals.  For 
purposes  of  determining  the  relative 
weights  for  the  large  number  of  low- 
volume  MS-LTC-DRGs,  we  group  all  of 
the  low-volume  MS-LTC-DRGs  into 
five  quintiles  based  on  average  charge 
per  discharge.  (A  detailed  discussion  of 
the  application  of  the  Lewin  Group 
“quintile”  model  that  was  used  to 
develop  the  LTC-DRGs  appears  in  the 
August  30,  2002  LTCH  PPS  final  rule 
(67  FR  55978).)  We  also  account  for 
adjustments  to  payments  for  SSO  cases 
(that  is,  cases  where  the  covered  LOS  at 
the  LTCH  is  less  than  or  equal  to  five- 
sixths  of  the  geometric  ALOS  for  the 
MS-LTC-DRG).  Furthermore,  we  make 
adjustments  to  account  for 
nonmonotonically  increasing  weights, 
when  necessary.  That  is,  theoretically, 
cases  under  the  MS-LTC-DRG  system 
that' are  more  severe  require  greater 
expenditure  of  medical  care  resources 
and  will  result  in  higher  average  charges 
such  that,  in  the  severity  levels  within 
a  base  MS-LTC-DRG,  the  weights 
should  increase  monotonically  with 
severity  from  the  lowest  to  highest 
severity  level.  (We  discuss 
nonmonotonicity  in  greater  detail  and 
our  methodology  to  adjust  the  RY  2010 
MS-LTC-DRG  relative  weights  to 
account  for  nonmonotonically 
increasing  relative  weights  in  section 
VIII. B. 3. f.  (Step  6)  of  this  preamble.) 


2.  Patient  Classifications  Into  MS-LTC- 
DRGs 

a.  Background 

The  MS-DRGs  (used  under  the  IPPS) 
and  the  MS-LTC-DRGs  (used  under  the 
LTCH  PPS)  are  based  on  the  CMS  DRG 
structure.  As  noted  above  in  this 
section,  we  refer  to  the  DRGs  under  the 
LTCH  PPS  as  MS-LTC-DRGs  although 
they  are  structurally  identical  to  the 
DRGs  used  under  the  IPPS. 

The  MS-DRGs  are  organized  into  25 
major  diagnostic  categories  (MDCs), 
most  of  which  are  based  on  a  particular 
organ  system  of  the  body;  the  remainder 
involve  multiple  organ  systems  (such  as 
MDC  22,  Burns).  Within  most  MDCs, 
cases  are  then  divided  into  surgical 
DRGs  and  medical  DRGs.  Surgical  DRGs 
are  assigned  based  on  a  surgical 
hierarchy  that  orders  operating  room 
(O.R.)  procedures  or  groups  of  O.R. 
procedures  by  resource  intensity.  The 
GROUPER  software  program  does  not 
recognize  all  ICD-9-CM  procedure 
codes  as  procedures  affecting  DRG 
assignment.  That  is,  procedures  that  are 
not  surgical  (for  example,  EKG),  or 
minor  surgical  procedures  (for  example, 
biopsy  of  skin  and  subcutaneous  tissue 
(code  86.11))  do  not  affect  the  MS-LTC- 
DRG  assignment  based  on  their  presence 
on  the  claim. 

Generally,  under  the  LTCH  PPS,  a 
Medicare  payment  is  made  at  a 
predetermined  specific  rate  for  each 
discharge  and  that  payment  varies  by 
the  MS-LTC-DRG  to  which  a 
beneficiary’s  stay  is  assigned.  Cases  are 
classified  into  MS-LTC-DRGs  for 
payment  based  on  the  following  six  data 
elements: 

•  Principal  diagnosis. 

•  Up  to  eight  additional  diagnoses. 

•  Up  to  six  procedures  performed. 

•  Age. 

•  Sex. 

•  Discharge  status  of  the  patient. 

Upon  the  discharge  of  the  patient 

from  an  LTCH,  the  LTCH  must  assign 
appropriate  diagnosis  and  procedure 
codes  from  the  most  current  version  of 
the  International  Classification  of 
Diseases,  Ninth  Revision,  Clinical 
Modification  (ICD-9-CM).  HIPAA 
Transactions  and  Code  Sets  Standards 
regulations  at  45  CFR  parts  160  and  162 
require  that  no  later  than  October  16, 
2003,  all  covered  entities  must  comply 
with  the  applicable  requirements  of 
Subparts  A  and  I  through  R  of  Part  162. 
Among  other  requirements,  those 
provisions  direct  covered  entities  to  use 
the  ASC  X12N  837  Health  Care  Claim: 
Institutional,  Volumes  1  and  2,  Version 
4010,  and  the  applicable  standard 
medical  data  code  sets  for  the 
institutional  health  care  claim  or 
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equivalent  encounter  information 
transaction  (45  CFR  162.1002  and  45 
CFR  162.1102).  For  additional 
information  on  the  ICD-9-CM  Coding 
System,  we  refer  readers  to  the  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47241  through  47243  and  47277 
through  47281).  We  also  refer  readers  to 
the  detailed  discussion  on  correct 
coding  practices  in  the  August  30,  2002 
LTCH  PPS  final  rule  (67  FR  55981 
through  55983).  Additional  coding 
instructions  and  examples  are  published 
in  the  Coding  Clinic  for  ICD-9-CM,  a 
product  of  the  American  Hospital 
Association. 

To  create  the  MS-DRGs  (and  by 
extension,  the  MS-LTC-DRGs), 
individual  DRGs  were  subdivided 
according  to  the  presence  of  specific 
secondary  diagnoses  designated  as 
complications  or  comorbidities  (CCs) 
into  three,  two,  or  one  level,  depending 
on  the  impact  of  the  CCs  on  resources 
used  for  those  cases.  Specifically,  there 
are  sets  of  MS-DRGs  that  are  split  into 
2  or  3  subgroups  based  on  the  presence 
or  absence  of  a  CC  or  a  major 
complication  and  comorbidity  (MCC). 
The  original  discussion  about  the 
creation  of  MS-DRGs  and  their  severity 
levels  is  described  in  detail  in  the  FY 
2008  IPPS  final  rule  with  comment 
period  (72  FR  47169).  However,  to 
reiterate  the  development  of  the  CCs 
and  MCCs,  two  of  our  major  goals  were 
to  create  DRGs  that  would  more 
accurately  reflect  the  severity  of  the 
cases  assigned  to  them  and  to  create 
groups  that  would  have  sufficient 
volume  so  that  meaningful  and  stable 
payment  weights  could  be  developed.  In 
designating  an  MS-DRG  as  one  that  wiil 
be  divided  into  subgroups  based  on  the 
presence  of  a  CC  or  MCC,  we  developed 
a  set  of  criteria  to  facilitate  the 
decisionmaking  process.  The  subgroup 
was  required  to  meet  all  criteria,  which 
are  described  in  detail  in  the  FY  2008 
IPPS  final  rule  with  comment  period  (72 
FR  47169).  As  a  first  step,  each  of  the 
base  MS-DRGs  was  subdivided  into 
three  subgroups:  Non-CC,  CC,  and  MCC. 
Each  subgroup  was  then  analyzed  in 
relation  to  the  other  two  subgroups,  and 
the  criteria  were  applied  in  the 
following  hierarchical  manner. 

•  If  a  three-way  subdivision  met  the 
criteria,  we  divided  the  base  MS-DRG 
into  three  CC  subgroups. 

•  If  only  one  type  of  two-way 
subdivisions  met  the  criteria,  we 
subdivided  the  base  MS-DRG  into  two 
CC  subgroups  based  on  the  type  of  two- 
way  subdivision  that  met  the  criteria. 

•  If  both  types  of  two-way 
subdivisions  met  the  criteria,  we 
subdivided  the  base  MS-DRG  into  two 
CC  subgroups  based  on  the  type  of  two¬ 


way  subdivision  with  the  highest  R2 
(most  explanatory  power  to  explain  the 
difference  in  average  charges). 

•  Otherwise,  we  did  not  subdivide 
the  base  MS-DRG  into  CC  subgroups. 

For  any  given  base  MS-DRG,  our 
evaluation  in  some  cases  showed  that  a 
subdivision  between  a  non-CC  and  a 
combined  CC/MCC  subgroup  was  all 
that  was  warranted  (that  is,  there  was 
not  a  sufficient  difference  between  the 
CC  and  MCC  subgroups  to  justify 
separate  CC  and  MCC  subgroups). 
Conversely,  in  some  cases,  even  though 
an  MCC  subgroup  was  warranted,  there 
was  not  a  sufficient  difference  between 
the  non-CC  and  CC  subgroups  to  justify 
separate  subgroups. 

Based  on  this  methodology,  a  base 
MS-DRG  may  be  subdivided  according 
to  the  following  three  alternatives: 

•  DRGs  with  three  subgroups  (MCC, 
CC,  and  non-CC). 

•  DRGs  with  two  subgroups 
consisting  of  an  MCC  subgroup  but  with 
the  CC  and  non-CC  subgroups 
combined.  These  are  referred  to  as 
“with  MCC”  and  “without  MCC.” 

•  DRGs  with  two  subgroups 
consisting  of  a  non-CC  subgroup  but 
with  the  CC  and  MCC  subgroups 
combined.  We  refer  to  these  two  groups 
as  “with  CC/MCC”  and  “without  CC/ 
MCC.” 

For  example,  under  the  MS-LTC- 
DRG  system,  multiple  sclerosis  and 
cerebellar  ataxia  with  MCC  is  MS-LTC- 
DRG  58;  multiple  sclerosis  and 
cerebellar  ataxia  with  CC  is  MS-LTC- 
DRG  59;  and  multiple  sclerosis  and 
cerebellar  ataxia  without  CC/MCC  is 
MS-LTC-DRG  60.  For  purposes  of 
discussion  in  this  section,  the  term 
“base  DRG’’  is  used  to  refer  to  the  DRG 
category  that  encompasses  all  levels  of 
severity  for  that  DRG.  For  example, 
when  referring  to  the  entire  DRG 
category  for  multiple  sclerosis  and 
cerebellar  ataxia,  which  includes  the 
above  three  severity  levels,  we  would 
use  the  term  “base  DRG.”  (As  noted 
above  in  this  section,  further 
information  on  the  development  and 
implementation  of  the  MS-DRGs  and 
MS-LTC-DRGs  can  be  found  in  the  FY 
2008  IPPS  final  rule  with  comment 
period  (72  FR  47138  through  47175  and 
47277  through  47299).) 

In  developing  the  first  MS-DRG 
GROUPER  program  (that  is,  Version 
25.0  effective  for  FY  2008),  the 
diagnoses  comprising  the  CC  list  were 
completely  redefined.  The  revised  CC 
list  is  primarily  comprised  of  significant 
acute  disease,  acute  exacerbations  of 
significant  chronic  diseases,  advanced 
or  end  stage  chronic  diseases,  and 
chronic  diseases  associated  with 
extensive  debility.  In  general,  most 


chronic  diseases  were  not  included  on 
the  revised  CC  list.  For  a  patient  with  a 
chronic  disease,  a  significant  acute 
manifestation  of  the  chronic  disease  was 
required  to  be  present  and  coded  for  the 
patient  to  be  assigned  a  CC.  In  addition 
to  the  revision  of  the  CC  list,  each  CC 
was  also  categorized  as  an  MCC  or  a  CC 
based  on  relative  resource  use. 
Approximately  12  percent  of  all 
diagnoses  codes  were  classified  as  an 
MCC,  24  percent  as  a  CC,  and  64  percent 
as  a  non-CC.  Diagnoses  closely 
associated  with  mortality  (ventricular 
fibrillation,  cardiac  arrest,  shock,  and 
respiratory  arrest)  were  assigned  as  an 
MCC  if  the  patient  lived,  but  as  a  non- 
CC  if  the  patient  died.  The  MCC,  CC, 
and  non-CC  categorization  was  used  to 
subdivide  the  surgical  and  medical 
DRGs  into  up  to  three  levels,  with  a  case 
being  assigned  to  the  most  resource 
intensive  level  (for  example,  a  case  with 
two  secondary  diagnoses  that  are 
categorized  as  an  MCC  and  a  CC  is 
assigned  to  the  MCC  level). 

Medicare  contractors  (that  is,  fiscal 
intermediaries  and  MACs)  enter  the 
clinical  and  demographic  information 
submitted  by  LTCHs  into  their  claims 
processing  systems  and  subject  this 
information  to  a  series  of  automated 
screening  processes  called  the  Medicare 
Code  Editor  (MCE).  These  screens  are 
designed  to  identify  cases  that  require 
further  review  before  assignment  into  a 
MS-LTC-DRG  can  be  made.  During  this 
process,  the  following  types  of  cases  are 
selected  for  further  development: 

•  Cases  that  are  improperly  coded. 
(For  example,  diagnoses  are  shown  that 
are  inappropriate,  given  the  sex  of  the 
patient.  Code  68.69  (Other  and 
unspecified  radical  abdominal 
hysterectomy)  would  be  an 
inappropriate  code  for  a  male.) 

•  Cases  including  surgical  procedures 
not  covered  under  Medicare.  (For 
example,  organ  transplant  in  a 
nonapproved  transplant  center.) 

•  Cases  requiring  more  information. 
(For  example,  ICD-9-CM  codes  are 
required  to  be  entered  at  their  highest 
level  of  specificity.  There  are  valid  3- 
digit,  4-digit,  and  5-digit  codes.  That  is, 
code  262  (Other  severe  protein-calorie 
malnutrition)  contains  all  appropriate 
digits,  but  if  it  is  reported  with  either 
fewer  or  more  than  3  digits,  the  claim 
will  be  rejected  by  the  MCE  as  invalid.) 

After  screening  through  the  MCE, 
each  claim  is  classified  into  the 
appropriate  MS-LTC-DRG  by  the 
Medicare  LTCH  GROLTPER  software  on 
the  basis  of  diagnosis  and  procedure 
codes  and  other  demographic 
information  (age,  sex,  and  discharge 
status).  The  GROUPER  software  used 
under  the  LTCH  PPS  is  the  same 
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GROUPER  software  program  used  under 
the  DPPS.  Following  the  MS-LTC-DRG 
assignment,  the  Medicare  contractor 
determines  the  prospective  payment 
amount  by  using  the  Medicare  PRICER 
program,  which  accounts  for  hospital- 
specific  adjustments.  Under  the  LTCH 
PPS,  we  provide  an  opportunity  for 
LTCHs  to  review  the  MS-LTC-DRG 
assignments  made  by  the  Medicare 
contractor  and  to  submit  additional 
information  within  a  specified 
timeframe  as  provided  in  §  412.513(c). 

The  GROUPER  software  is  used  both 
to  classify  past  cases  to  measure  relative 
hospital  resource  consumption  to 
establish  the  MS-LTC-DRG  weights  and 
to  classify  current  cases  for  purposes  of 
determining  payment.  The  records  for 
all  Medicare  hospital  inpatient 
discharges  are  maintained  in  the 
MedPAR  file.  The  data  in  this  file  are 
used  to  evaluate  possible  MS-DRG  and 
MS-LTC-DRG  classification  changes 
and  to  recalibrate  the  MS-DRG  and  MS- 
LTC-DRG  relative  weights  during  our 
annual  update  under  both  the  IPPS 
(§  412.60(e))  and  the  LTCH  PPS 
(§412.517),  respectively. 

Although  the  LTCH  PPS  RYs  2004 
through  2009  annual  payment  rate 
update  cycles  were  effective  July  1 
through  June  30  instead  of  October  1 
through  September  30  (with  the 
exception  of  the  15-month  RY  2009 
payment  rate  update  cycle,  which  is 
effective  July  1 ,  2008  through  September 
30,  2009),  because  the  patient 
classification  system  utilized  under  the 
LTCH  PPS  uses  the  same  DRGs  as  those 
used  under  the  IPPS  for  acute  care 
hospitals,  the  annual  update  of  the 
LTC-DRG  classifications  and  relative 
weights  continued  to  remain  linked  to 
the  annual  reclassification  and 
recalibration  of  the  DRGs  used  under 
the  IPPS.  Therefore,  the  payment  rate 
update  to  the  MS-LTC-DRG 
classifications  and  relative  weights  are 
effective  for  discharges  occurring  on  or 
after  October  1  through  September  30  of 
each  year  (RYs  2004  through  2009),  and 
we  published  the  annual  proposed  and 
final  update  of  the  MS-LTC-DRGs  in 
the  same  notice  as  the  proposed  and 
final  update  for  the  IPPS  (69  FR  34122 
through  34125). 

In  the  RY  2009  LTCH  PPS  final  rule, 
we  amended  the  regulations  at  §412.503 
and  §  412.535  in  order  to  consolidate 
the  rate  year  and  fiscal  year  rulemaking 
cycles,  effective  October  1,  2009  (73  FR 
26797  through  26798).  Specifically,  we 
revised  the  regulations  to  shift  the 
payment  rate  update  from  a  July  1 
through  June  30  cycle  to  an  October  1 
through  September  30  cycle.  We 
extended  the  2009  rate  year  period  to 
September  30,  2009,  so  that  RY  2009  is 


15  months;  that  is,  July  1,  2008,  through 
September  30,  2009.  Consequently,  after 
the  conclusion  of  the  15-month  RY 
2009,  both  the  annual  update  of  the 
LTCH  PPS  payment  rates  (and  the 
description  of  the  methodology  and  data 
used  to  calculate  these  payment  rates) 
and  the  annual  update  of  the  MS-LTC- 
DRG  classifications  and  associated 
weighting  factors  for  LTCHs  will  be 
updated  on  an  October  1  through 
September  30  cycle  and,  thus,  be 
effective  on  October  1  of  each  Federal 
fiscal  year  beginning  October  1,  2009. 
Beginning  with  the  RY  2010  LTCH  PPS 
update,  both  the  annual  update  of  the 
LTCH  PPS  payment  rate,  including  the 
annual  update  of  the  MS-LTC-DRGs, 
and  policy  changes  will  be  presented 
along  with  the  annual  IPPS  payment 
rate  and  policy  changes  in  a  single 
combined  rulemaking  document 
published  in  the  Federal  Register  as 
was  done  in  the  proposed  rule  and  in 
this  final  rule. 

Prior  to  FY  2004,  the  annual  update 
to  the  DRGs  used  under  the  IPPS  had 
been  based  on  the  annual  revisions  to 
the  ICD-9-CM  codes  and  was  effective 
each  October  1.  As  discussed  in  past 
LTCH  PPS  and  IPPS  proposed  and  final 
rules  (most  recently  in  the  FY  2009  IPPS 
final  rule  (73  FR  48530)),  section  503(a) 
of  Public  Law  108-173  amended  section 
1886(d)(5)(K)  of  the  Act  by  adding  a 
new  clause  (vii)  which  states  that  “the 
Secretary  shall  provide  for  the  addition 
of  new  diagnosis  and  procedure  codes 
in  [sic]  April  1  of  each  year,  but  the 
addition  of  such  codes  shall  not  require . 
the  Secretary  to  adjust  the  payment  (or 
diagnosis-related  group  classification) 

*  *  *  until  the  fiscal  year  that  begins 
after  such  date.”  This  requirement  - 
improves  the  recognition  of  new 
technologies  under  the  IPPS  by 
accounting  for  those  ICD-9-CM  codes 
in  the  MedPAR  claims  data  earlier  than 
the  agency  had  accounted  for  new 
technology  in  the  past.  In  implementing 
the  statutory  change,  the  agency  has 
provided  that  ICD-9-CM  diagnosis  and 
procedure  codes  for  new  medical 
technology  may  be  created  and  assigned 
to  existing  DRGs  in  the  middle  of  the 
Federal  fiscal  year,  on  April  1. 

Therefore,  there  is  the  possibility  that 
one  feature  of  the  GROUPER  software 
program  may  be  updated  twice  during  a 
Federal  fiscal  year  (that  is,  October  1 
and  April  1).  However,  we  note  that,  as 
the  statute  permits,  the  DRG  relative 
weights  in  effect  for  that  fiscal  year  will 
continue  to  be  updated  only  once  a  year 
(October  1). 

The  patient  classification  system  used 
under  the  LTCH  PPS  is  the  same  patient 
classification  system  that  is  used  under 
the  IPPS.  Therefore,  the  ICD-9-CM 


codes  currently  used  under  both  the 
IPPS  and  the  LTCH  PPS  have  the 
potential  of  being  updated  twice  a  year 
due  to  the  implementation  of  section 
503(a)  of  Public  Law  108-173  for  the 
IPPS  (as  explained  above).  Because  we 
do  not  publish  a  midyear  IPPS  rule,  any 
April  1 ICD-9-CM  coding  update  will 
not  be  published  in  the  Federal 
Register.  Rather,  consistent  with  the 
policy  under  the  IPPS  (discussed  in 
section  II.G.7.  of  the  preamble  of  this 
final  rule),  we  assign  any  new  diagnosis 
or  procedure  codes  to  the  same  DRG  in 
which  its  predecessor  code  was 
assigned,  so  that  there  is  no  impact  on 
the  DRG  assignments.  Any  coding 
updates  will  be  available  through  the 
Web  sites  provided  in  section  II.G.7.  of 
the  preamble  of  this  final  rule  and 
through,  the  Coding  Clinic  for  ICD-9- 
CM.  Publishers  and  software  vendors 
currently  obtain  code  changes  through 
these  sources  in  order  to  update  their 
code  books  and  software  system.  If  new 
codes  are  implemented  on  April  1, 
revised  code  books  and  software 
systems,  including  the  GROUPER 
software  program,  will  be  necessary 
because  the  most  current  ICD-9-CM 
codes  must  be  reported.  Therefore,  for 
purposes  of  the  LTCH  PPS,  because 
each  ICD-9-CM  code  must  be  included 
in  the  GROUPER  algorithm  to  classify 
each  case  under  the  correct  LTCH  PPS, 
the  GROUPER  software  program  used 
under  the  LTCH  PPS  would  need  to  be 
revised  to  accommodate  any  new  codes. 

In  implementing  section  503(a)  of 
Public  Law  108-173,  there  will  only  be 
an  April  1  update  if  new  technology 
diagnosis  and  procedure  code  revisions 
are  requested  and  approved.  We  note 
that  any  new  codes  created  for  April  1 
implementation  will  be  limited  to  those 
primarily  needed  to  describe  new 
technologies  and  medical  services. 
However,  we  reiterate  that  the  process 
of  discussing  updates  to  the  ICD-9-CM 
is  an  open  process  through  the  ICD-9- 
CM  Coordination  and  Maintenance 
Committee.  Requestors  will  be  given  the 
opportunity  to  present  the  merits  for  a 
new  code  and  to  make  a  clear  and 
convincing  case  for  the  need  to  update 
ICD-9-CM  codes  for  purposes  of  the 
IPPS  new  technology  add-on  payment 
process  through  an  April  1  update  (as 
also  discussed  in  section  II.G.7.  of  the 
preamble  of  this  final  rule). 

There  were  no  mid-year  codes  added 
to  the  ICD-9-CM  coding  system  as  a 
result  of  the  September  24-25,  2008 
meeting  of  the  ICD-9-CM  Coordination 
and  Maintenance  Committee.  The  next 
update  to  the  ICD-9-CM  coding  system 
will  occur  on  October  1,  2009  (FY  2010), 
and  the  ICD-9-CM  coding  set 
implemented  on  October  1,  2009,  will 
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continue  through  September  30,  2010 
(FY  2010).  The  ICD-9-CM  Coordination 
and  Maintenance  Committee  met  again 
on  March  11-12,  2009.  Because  this 
meeting  was  for  the  purpose  of 
informing  the  public  of  proposed 
changes  to  the  ICD-9-CM  code  set  as 
well  as  for  requesting  comment  from  the 
public,  no  decisions  regarding  coding 
changes  were  made  at  this  meeting. 
Commenters  were  requested  to  submit 
comments  by  April  3,  2009,  concerning 
the  proposed  code  revisions  discussed 
at  the  March  11-12,  2009  meeting.  Any 
new  codes  or  other  revisions  created  as 
a  result  of  this  meeting  were  not 
included  in  the  proposed  rule  because 
of  the  short  turnaround  time  required 
for  the  publication  of  the  proposed  rule. 
However,  new  codes  and  any  other 
revisions  appear  in  this  final  rule  in 
Tables  6 A  through  6F  of  the  Addendum. 
The  codes  appearing  for  the  first  time  in 
this  final  rule  are  identified  with  an 
asterisk  leading  to  the  following 
notation:  “These  codes  were  discussed 
at  the  March  11-12,  2009  ICD-9-CM 
Coordination  and  Maintenance 
Committee  meeting  and  were  not 
finalized  in  time  to  include  in  the 
proposed  rule.  However,  they  will  be 
implemented  on  October  1,  2009.”  The 
update  to  the  ICD-9-CM  coding  system 
that  is  effective  on  October  1,  2009,  is 
discussed  in  section  II. G. 7.  of  the 
preamble  of  this  final  rule. 

b.  Changes  to  the  MS-LTC-DRGs  for  RY 
2010 

As  we  proposed,  consistent  with  our 
historical  practice  of  using  the  same 
patient  classification  system  under  the 
LTCH  PPS  as  is  used  under  the  IPPS,  in 
this  final  rule,  we  are  modifying  and 
revising  the  MS-LTC-DRG 
•  classifications  effective  October  1,  2009, 
through  September  30,  2010  (RY  2010) 
consistent  with  the  changes  to  specific 
MS-DRG  classifications  presented 
above  in  section  II.G.  of  this  final  rule 
(that  is,  GROUPER  Version  27.0). 
Therefore,  the  MS-LTC-DRGs  for  RY 
2010  presented  in  this  final  rule  are  the 
same  as  the  MS-DRGs  that  will  be  used 
under  the  IPPS  for  FY  2010  (that  is, 
GROUPER  Version  27.0  as  described  in 
section  II.G.  of  the  preamble  of  this  final 
rule).  In  addition,  because  the  MS-LTC- 
DRGs  for  RY  2010  are  the  same  as  the 
MS-DRGs  for  FY  2010,  the  other 
changes  that  will  affect  MS-DRG  (and 
by  extension  MS-LTC-DRG) 
assignments  under  Version  27.0  of  the 
GROUPER  discussed  in  section  II.G.  of 
the  preamble  of  this  final  rule,  including 
the  changes  to  the  MCE  software  and 
changes  to  the  ICD-9-CM  coding 
system,  will  also  be  applicable  under 
the  LTCH  PPS  for  RY  2010. 


Comment:  A  few  commenters 
supported  the  proposed  revisions  to  the 
MS-DRG  classifications  and,  by 
extension,  the  MS-LTC-DRG 
classifications  that  would  apply  under 
the  LTCH  PPS  for  RY  2010. 

Response:  We  appreciate  the 
commenters’  support  as  we  continue  to 
refine  the  MS-DRG  classifications  and,  • 
by  extension,  the  MS-LTC-DRG 
classifications.  As  stated  above,  in  this 
final  rule,  we  are  adopting  Version  27.0 
of  the  MS-DRG  GROUPER  (as  described 
in  section  II.G.  of  the  preamble  of  this 
final  rule)  for  use  under  the  LTCH  PPS 
for  RY  2010. 

3.  Development  of  the  RY  2010  MS- 
LTC-DRG  Relative  Weights 

a.  General  Overview  of  the  Development 
of  the  MS-LTC-DRG  Relative  Weights 

As  we  stated  in  the  August  30,  2002 
LTCH  PPS  final  rule  (67  FR  55984),  one 
of  the  primary  goals  for  the 
implementation  of  the  LTCH  PPS  is  to 
pay  each  LTCH  an  appropriate  amount 
for  the  efficient  delivery  of  medical  care 
to  Medicare  patients.  The  system  must 
be  able  to  account  adequately  for  each 
LTCH’s  case-mix  in  order  to  ensure  both 
fair  distribution  of  Medicare  payments 
and  access  to  adequate  care  for  those 
Medicare  patients  whose  care  is  more 
costly.  To  accomplish  these  goals,  we 
have  annually  adjusted  the  LTCH  PPS 
standard  Federal  prospective  payment 
system  rate  by  the  applicable  relative 
weight  in  determining  payment  to 
LTCHs  for  each  case.  (As  we  have  noted 
above,  we  adopted  the  MS-LTC-DRGs 
for  the  LTCH  PPS  beginning  in  FY  2008. 
However,  this  change  in  the  patient 
classification  system  does  not  affect  the 
basic  principles  of  the  development  of 
relative  weights  under  a  DRG-based 
prospective  payment  system.) 

Although  the  adoption  of  the  MS- 
LTC-DRGs  resulted  in  some 
modifications  of  existing  procedures  for 
assigning  weights  in  cases  of  zero 
volume  and/or  nonmonotonicity,  as 
discussed  in  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47289 
through  47295)  and  the  FY  2009  IPPS 
final  rule  (73  FR  48542  through  48550) 
and  as  detailed  in  the  following 
sections,  the  basic  methodology  for 
developing  the  RY  2010  MS-LTC-DRG 
relative  weights  in  this  final  rule 
continues  to  be  determined  in 
accordance  with  the  general 
methodology  established  in  the  August 
30,  2002  LTCH  PPS  final  rule  (67  FR 
55989  through  55991).  Under  the  LTCH 
PPS,  relative  weights  for  each  MS-LTC- 
DRG  are  a  primary  element  used  to 
account  for  the  variations  in  cost  per 
discharge  and  resource  utilization 


among  the  payment  groups  (§  412.515). 

To  ensure  that  Medicare  patients 
classified  to  each  MS-LTC-DRG  have 
access  to  an  appropriate  level  of  services 
and  to  encourage  efficiency,  we 
calculate  a  relative  weight  for  each  MS- 
LTC^DRG  that  represents  the  resources 
needed  by  an  average  inpatient  LTCH 
case  in  that  MS-LTC-DRG.  For 
example,  cases  in  an  MS-LTC-DRG 
with  a  relative  weight  of  2  will,  on 
average,  cost  twice  as  much  to  treat  as 
cases  in  an  MS-LTC-DRG  with  a  weight 
ofl. 

b.  Development  of  the  Proposed  MS- 
LTC-DRG  Relative  Weights  for  RY  2010 

Beginning  with  the  FY  2008  update, 
we  established  a  budget  neutral 
requirement  for  the  annual  update  to  the 
MS-LTC-DRG  classifications  and 
relative  weights  at  42  CFR  412.517(b)  (in 
conjunction  with  §412.503),  such  that 
estimated  aggregate  LTCH  PPS 
payments  would  be  unaffected,  that  is, 
would  be  neither  greater  than  nor  less 
than  the  estimated  aggregate  LTCH  PPS 
payments  that  would  have  been  made 
without  the  classification  and  relative 
weight  changes.  (See  the  May  11,  2007 
LTCH  PPS  final  rule  (72  FR  26882 
through  26884).) 

Consistent  with  §412. 517(b),  we 
apply  a  two-step  budget  neutrality 
methodology,  which  is  based  on  the 
current  year  MS-LTC-DRG 
classifications  and  relative  weights.  (For 
additional  information  on  the 
established  two-step  budget  neutrality 
methodology,  refer  to  the  FY  2008  IPPS 
final  rule  (72  FR  47295  through  47296).) 
Thus,  the  annual  update  to  the  MS- 
LTC-DRG  classifications  and  relative 
weights  for  RY  2010  is  based  on  the  FY 
2009  MS-LTC-DRG  classifications  and 
relative  weights.  In  the  FY  2010  IPPS/ 
RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24218  through  24227),  we  proposed 
RY  2010  MS-LTC-DRG  relative  weights 
based  on  the  FY  2009  MS-LTC-DRG 
relative  weights  published  in  the  FY 
2009  IPPS  final  rule  (73  FR  48528 
through  48551  and  49041  through 
49062).  Through  an  interim  final  rule 
with  comment  period  published  in  the 
Federal  Register  on  June  3,  2009  (74  FR 
26546  through  26569),  we  revised  the 
published  FY  2009  MS-LTC-DRG 
relative  weights  based  on  the 
appropriate  application  of  the  FY  2009 
budget  neutrality  factor  determined 
consistent  with  our  established 
methodology.  In  section  IX.  of  the 
preamble  of  this  final  rule,  we  respond 
to  the  public  comments  we  received  on 
that  interim  final  rule  with  comment 
period  and  finalize  the  revised  FY  2009 
MS-LTC-DRG  relative  weights  that  are 
applicable  for  the  period  of  June  3,  2009 
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through  September  30,  2009.  Based  on 
the  revised  FY  2009  MS-LTC-DRG 
relative  weights  published  in  the  June  3, 
2009  interim  final  rule  with  comment 
period,  in  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule  published 
in  the  Federal  Register  on  June  3,  2009 
(74  FR  26600  through  26635),  we 
presented  both  proposed  RY  2010  MS- 
LTC-DRG  relative  weights  and  a 
proposed  RY  2010  high-cost  outlier 
(HCO)  fixed-loss  amount. 

Comment:  In  response  to  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule, 
a  few  commenters  asserted  that  CMS 
did  not  establish  good  cause  for 
deviating  from  the  required  “notice  and 
comment”  rulemaking  procedures 
required  by  the  Social  Security  Act  (the 
Act)  and  the  Administrative  Procedures 
Act  (APA).  The  commenters  stated  that, 
in  order  to  submit  meaningful 
comments,  the  public  should  have  been 
given  the  full  60  days  to  evaluate  the 
proposals  contained  in  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule,  • 
and  asserted  that  there  was  sufficient 
time  before  the  October  1,  2009  effective 
date  to  provide  for  the  full  60-day 
comment  period. 

Response:  We  do  not  agree  with  the 
commenters  that  we  did  not  establish 
good  cause  for  deviating  from  the 
“notice  and  comment”  rulemaking 
procedures  required  by  section  1871  of 
the  Act  and  section  553(d)  of  the  APA. 
As  discussed  in  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule  (74  FR 
26603),  we  ordinarily  publish  a 
proposed  rule  and  provide  a  60-day 
period  for  public  comment  in 
accordance  with  section  1871(b)(1)  of 
the  Act  and  section  553(d)  of  the  APA. 
However,  section  1871(b)(2)(C)  of  the 
Act  provides  that  this  period  may  be 
shortened  when  the  Secretary,  for  good 
cause,  finds  that  such  a  comment  period 
would  be  impracticable,  unnecessary,  or 
contrary  to  the  public  interest  and 
incorporates  a  statement  of  the  finding 
and  its  reasons  in  the  notice  issued.  In 
this  instance,  we  believe  that  a  60-day 
comment  period  would  have  been  both 
impracticable  and  contrary  to  the  public 
interest  because  it  would  not  have 
allowed  for  coordinated  consideration 
of  the  public  comments  on  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule 
with  those  on  the  FY  2010  IPPS/RY 
2010  LTCH  PPS  proposed  rule.  Because 
the  proposals  presented  in  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule 
were  integral  to  our  consideration  of 
public  comments  on  certain  other  LTCH 
PPS  proposals  presented  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule, 
we  believe  that  it  was  necessary  and 
appropriate  to  review  public  comments 
received  on  the  proposals  presented  in 


the  RY  2010  LTCH  PPS  supplemental 
proposed  rule  in  conjunction  with  the 
public  comments  received  on  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule. 

With  respect  to  the  commenters’ 
assertion  that  there  was  sufficient  time 
before  the  October  1,  2009  effective  date 
of  the  RY  2010  LTCH  PPS  annual 
update  to  provide  for  the  full  60-day 
comment  period,  as  we  stated  in  the  RY 
2010  LTCH  PPS  supplemental  proposed 
rule  (74  FR  26603),  a  60-day  comment 
period  would  have  been  both 
impracticable  and  contrary  to  the  public 
interest  because  it  would  not  allow  for 
coordinated  consideration  of  the  public 
comments  on  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule  with  those 
on  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule.  Because  the 
proposals  contained  in  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule 
were  integral  to  our  consideration  of 
public  comments  on  certain  proposals 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  do  not  believe  it 
would  have  been  appropriate  to  review 
public  comments  on  the  proposals 
contained  in  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule*in  isolation 
from  the  public  comments  received  on 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule.  We  also  do  not  agree  that 
the  less  than  60-day  comment  period 
deprived  the  public  of  an  .opportunity  to 
submit  meaningful  comments  on  the 
proposals  presented  in  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule. 
We  note  that  the  proposed  RY  2010  MS- 
LTC-DRG  relative  weights  and  the  RY 
2010  HCO  fixed-loss  threshold  amount 
presented  in  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule  were 
developed  consistent  with  the 
methodology  described  in  the  original 
FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24080),  which  had 
been  available  to  the  public  for  over  3 
weeks  at  the  time  the  supplemental 
proposed  rule  was  published.  For  the 
reasons  set  forth  above,  we  believe  we 
provided  the  necessary  and  required 
timeframes  for  meaningful  public 
comment  on  the  proposals  presented  in 
the  RY  2010  LTCH  PPS  supplemental 
proposed  rule. 

c.  Data 

In  this  final  rule,  to  calculate  the  MS- 
LTC-DRG  relative  weights  for  RY  2010, 
we  obtained  total  Medicare  allowable 
charges  from  FY  2008  Medicare  LTCH 
bill  data  from  the  March  2009  update  of 
the  MedPAR  file,  which  are  the  best  ' 
available  data  at  this  time,  and  used  the 
finalized  Version  27.0  of  the  GROUPER 
to  classify  LTCH  cases  (as  discussed 
above).  For  the  proposed  rule,  we  used 


data  from  the  December  2008  update  of 
the  MedPAR  file,  which  was  the  best 
available  we  had  at  the  time  of 
publication  of  the  proposed  rule. 

Consistent  with  our  historical 
methodology,  we  excluded  the  data 
from  LTCHs  that  are  all-inclusive  rate 
providers  and  LTCHs  that  are 
reimbursed  in  accordance  with 
demonstration  projects  authorized 
under  section  402(a)  of  Public  Law  90- 
248  or  section  222(a)  of  Public  Law  92- 
603.  (We  refer  readers  to  the  FY  2009 
IPPS  final  rule  (73  FR  48532).) 

Therefore,  in  the  development  of  the  RY 
2010  MS-LTC-DRG  relative  weights  in 
this  final  rule,  we  excluded  the  data  of 
15  all-inclusive  rate  providers  and  the  2 
LTCHs  that  are  paid  in  accordance  with 
demonstration  projects  that  had  claims 
in  the  FY  2008  MedPAR  file. 

c.  Hospital-Specific  Relative  Value 
(HSRV)  Methodology 

By  nature,  LTCHs  often  specialize  in 
certain  areas,  such  as  ventilator- 
dependent  patients  and  rehabilitation 
and  wound  care.  Some  case  types 
(DRGs)  may  be  treated,  to  a  large  extent, 
in  hospitals  that  have,  from  a 
perspective  of  charges,  relatively  high 
(or  low)  charges.  This  nonrandom 
distribution  of  cases  with  relatively  high 
(or  low)  charges  in  specific  MS-LTC- 
DRGs  has  the  potential  to 
inappropriately  distort  the  measure  of 
average  charges.  As  we  proposed,  to 
account  for  the  fact  that  cases  may  not 
be  randomly  distributed  across  LTCHs, 
in  this  final  rule,  we  used  a  hospital- 
specific  relative  value  (HSRV) 
methodology  to  calculate  the  MS-LTC- 
DRG  relative  weights  instead  of  the 
methodology  used  to  determine  the  MS- 
DRG  relative  weights  under  the  IPPS 
described  in  section  II.H.  of  the 
preamble  of  this  final  rule.  We  believe 
this  method  removed  this  hospital- 
specific  source  of  bias  in  measuring 
LTCH  average  charges.  Specifically,  we 
reduced  the  impact  of  the  variation  in 
charges  across  providers  on  any 
particular  MS-LTC-DRG  relative  weight 
by  converting  each  LTCH’s  charge  for  a 
case  to  a  relative  value  based  on  that 
LTCH’s  average  charge. 

Under  the  HSRV  methodology,  we 
standardized  charges  for  each  LTCH  by 
converting  its  charges  for  each  case  to 
hospital-specific  relative  charge  values 
and  then  adjusted  those  values  for  the 
LTCH’s  case-mix.  The  adjustment  for 
case-mix  is  needed  to  rescale  the 
hospital-specific  relative  charge  values 
(which,  by  definition,  average  1.0  for 
each  LTCH).  The  average  relative  weight 
for  a  LTCH  is  its  case-mix,  so  it  is 
reasonable  to  scale  each  LTCH’s  average 
relative  charge  value  by  its  case-mix.  In 
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this  way,  each  LTCH’s  relative  charge 
value  is  adjusted  by  its  case-mix  to  an 
average  that  reflects  the  complexity  of 
the  cases  it  treats  relative  to  the 
complexity  of  the  cases  treated  by  all 
other  LTCHs  (the  average  case-mix  of  all 
LTCHs). 

Comment:  One  commenter  believes 
that  it  is  inconsistent  to  utilize  the 
HSRV  methodology  under  the  LTCH 
PPS  when  it  is  not  utilized  under  the 
IPPS  and  recommended  that  the  HSRV 
methodology  not  be  used  under  either 
the  LTCH  PPS  or  the  IPPS. 

Response:  Because  different  types  of 
LTCH  cases  may  not  be  randomly 
distributed  across  all  LTCHs  due  to  the 
specialized  nature  of  LTCHs,  as 
discussed  above,  we  believe  the  HSRV 
methodology  is  appropriate  to  use  under 
the  LTCH  PPS  in  order,  to  remove  this 
hospital-specific  source  of  bias  in 
measuring  the  LTCH  average  charges 
that  are  used  in  determining  the  relative 
weights  for  the  MS-LTC-DRGs  under 
the  LTCH  PPS.  Therefore,  we  are  not 
adopting  the  commenter’s 
recommendation  and,  as  proposed,  have 
continued  to  utilize  the  HSRV 
methodology  under  the  LTCH  PPS  to 
determine  the  MS-LTC-DRG  relative 
weights  for  RY  2010.  As  discussed 
above  in  sections  II. C.  and  II.E.  of  this 
preamble,  we  have  evaluated  the  use  of 
the  HSRV  methodology  under  the  IPPS 
for  future  consideration  and  continue  to 
explore  refinement  to  the  relative 
weight  methodology  used  under  the 
IPPS. 

In  accordance  with  the  methodology 
established  in  the  August  30,  2002 
LTCH  PPS  final  rule  (67  FR  55989 
through  55991),  we  continue  to 
standardize  charges  for  each  case  by 
first  dividing  the  adjusted  charge  for  the 
case  (adjusted  for  SSOs  under  §  412.529 
as  described  in  section  VIII. B. 3. f.  (step 
3)  of  the  preamble  of  this  final  rule)  by 
the  average  adjusted  charge  for  ail  cases 
at  the  LTCH  in  which  the  case  was 
treated.  SSO  cases  are  cases  with  a 
length  of  stay  that  is  less  than  or  equal 
to  five-sixths  the  average  length  of  stay 
of  the  MS-LTC-DRG  (§412.529  and 
§412.503).  The  average  adjusted  charge 
reflects  the  average  intensity  of  the 
health  care  services  delivered  by  a 
particular  LTCH  and  the  average  cost 
level  of  that  LTCH.  The  resulting  ratio 
is  multiplied  by  that  LTCH’s  case-mix 
index  to  determine  the  standardized 
charge  for  the  case. 

Multiplying  by  the  LTCH’s  case-mix 
index  accounts  for  the  fact  that  the  same 
relative  charges  are  given  greater  weight 
at  a  LTCH  with  higher  average  costs 
than  they  would  at  a  LTCH  with  low 
average  costs,  which  is  needed  to  adjust 
each  LTCH’s  relative  charge  value  to 


reflect  its  case-mix  relative  to  the 
average  case-mix  for  all  LTCHs.  Because 
we  standardize  charges  in  this  manner, 
we  count  charges  for  a  Medicare  patient 
at  a  LTCH  with  high  average  charges  as 
less  resource  intensive  than  they  would 
be  at  a  LTCH  with  low  average  charges. 
For  example,  a  $10,000  charge  for  a  case 
at  a  LTCH  with  an  average  adjusted 
charge  of  $17,500  reflects  a  higher  level 
of  relative  resource  use  than  a  $10,000 
charge  for  a  case  at  a  LTCH  with  the 
same  case-mix,  but  an  average  adjusted 
charge  of  $35,000.  We  believe  that  the 
adjusted  charge  of  an  individual  case 
more  accurately  reflects  actual  resource 
use  for  an  individual  LTCH  because  the 
variation  in  charges  due  to  systematic 
differences  in  the  markup  of  charges 
among  LTCHs  is  taken  into  account. 

d.  Treatment  of  Severity  Levels  in. 
Developing  the  MS-LTC-DRG  Relative 
Weights 

For  purposes  of  determining  the  MS- 
LTC-DRG  relative  weights,  as  we 
discussed  in  the  FY  2009  IPPS  final  rule 
(73  FR  48532  through  48533),  there  are 
three  different  categories  of  DRGs  based 
on  volume  of  cases  within  specific  MS- 
LTC-DRGs.  MS-LTC-DRGs  with  at  least 
25  cases  are  each  assigned  a  unique 
relative  weight;  low-volume  MS-LTC- 
DRGs  (that  is,  MS-LTC-DRGs  that 
contain  between  1  and  24  cases  based 
on  a  given  year’s  claims  data)  are 
grouped  into  quintiles  (as  described 
below)  and  assigned  the  relative  weight 
of  the  quintile.  No-volume  MS-LTC- 
DRGs  (that  is.  no  cases  in  the  given 
year’s  claims  data  were  assigned  to 
those  MS-LTC-DRGs)  are  crosswalked 
to  other  MS-LTC-DRGs  based  on  the 
clinical  similarities  and  assigned  the 
relative  weight  of  the  crosswalked  MS- 
LTC-DRG  (as  described  in  greater  detail 
below).  (We  provide  in-depth 
discussions  of  our  policy  regarding 
weight-setting  for  low-volume  MS- 
LTC-DRGs  in  section  VIII. B. 3. e.  of  the 
preamble  of  this  final  rule  and  for  no¬ 
volume  MS-LTC-DRGs,  under  Step  5  in 
section  VIII. B. 3. f.  of  the  preamble  of  this 
final  rule.) 

As  noted  above,  in  response  to  the 
need  to  account  for  severity  and  pay 
appropriately  for  cases,  we  developed  a 
severity-adjusted  patient  classification 
system  that  we  adopted  for  both  the 
IPPS  and  the  LTCH  PPS  in  FY  2008.  As 
described  in  greater  detail  above,  the 
MS-LTC-DRG  system  can  accommodate 
three  severity  levels:  “with  MCC”  (most 
severe);  “with  CC,”  and  “without  CC/ 
MCC”  (the  least  severe),  with  each  level 
assigned  an  individual  MS-LTC-DRG 
number.  In  cases  with  two  subdivisions, 
the  levels  are  either  “with  CC/MCC” 
and  “without  CC/MCC”  or  “with  MCC” 


and  “without  MCC.”  For  example, 
under  the  MS-LTC-DRG  system, 
multiple  sclerosis  and  cerebellar  ataxia 
with  MCC  is  MS-LTC-DRG  58;  multiple 
sclerosis  and  cerebellar  ataxia  with  CC 
is  MS-LTC-DRG  59;  and  multiple 
sclerosis  and  cerebellar  ataxia  without 
CC/MCC  is  MS-LTC-DRG  60.  For 
purposes  of  discussion  in  this  section, 
the  term  “base  DRG”  is  used  to  refer  to 
the  DRG  category  that  encompasses  all 
levels  of  severity  for  that  DRG.  For 
example,  when  referring  to  the  entire 
DRG  category  for  multiple  sclerosis  and 
cerebellar  ataxia,  which  includes  the 
above  three  severity  levels,  we  would 
use  the  term  “base  DRG.” 

As  also  noted  above,  while  the  LTCH 
PPS  and  the  IPPS  use  the  same  patient 
classification  system,  the  methodology 
that  is  used  to  set  the  DRG  relative 
weights  for  use  in  each  payment  system 
differs  because  the  overall  volume  of 
cases- in  the  LTCH  PPS  is  much  less 
than  in  the  IPPS.  As  a  general  rule, 
consistent  with  the  methodology 
established  when  we  adopted  the  MS- 
LTC-DRGs  in  the  FY  2008  IPPS  final 
rule  with  comment  period  (72  FR  47278 
through  47281),  we  determined  the  RY 
2010  relative  weights  for  the  MS-LTC- 
DRGs  using  the  following  steps:  (1)  If  an 
MS-LTC-DRG  had  at  least  25  cases,  it 
was  assigned  its  own  relative  weight;  (2) 
if  an  MS-LTC-DRG  had  between  1  and 
24  cases,  it  was  assigned  to  a  quintile  for 
which  we  computed  a  relative  weight 
for  all  of  the  MS-LTC-DRGs  assigned  to 
that  quintile;  and  (3)  if  an  MS-LTC- 
DRG  had  no  cases,  it  was  crosswalked 
to  another  MS-LTC-DRG  based  upon 
clinical  similarities  to  assign  an 
appropriate  relative  weight  (as 
described  below  in  detail  in  Step  5  of 
section  VIII. B. 3. f.  of  this  preamble). 
Furthermore,  in  determining  the  RY 
2010  MS-LTC-DRG  relative  weights, 
when  necessary,  we  made  adjustments 
to  account  for  nonmonotonicity,  as 
explained  in  greater  detail  below  in  Step 
6  of  section  VIII. B. 3. f.  of  this  preamble. 

Our  methodology  for  determining 
relative  weights  for  the  MS-LTC-DRGs 
included  an  adjustment  for 
nonmonotonicity  because,  theoretically, 
cases  under  the  MS-LTC-DRG  system 
that  are  more  severe  require  greater 
expenditure  of  medical  care  resources 
and  will  result  in  higher  average 
charges.  Therefore,  in  the  three  severity 
levels,  weights  should  increase  with 
severity,  from  lowest  to  highest.  If  the 
weights  do  not  increase  (that  is,  if  based 
on  the  relative  weight  methodology 
outlined  above,  the  MS-LTC-DRG  with 
MCC  would  have  a  lower  relative 
weight  than  one  with  CC,  or  the  MS- 
LTC-DRG  without  CC/MCC  would  have 
a  higher  relative  weight  than  either  of 
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the  others),  there  is  a  problem  with 
monotonicity.  Since  the  start  of  the 
LTCH  PPS  for  FY  2003  (67  FR  55990), 
when  determining  the  LTC-DRG 
relative  weights,  we  have  made 
adjustments  in  order  to  maintain 
monotonicity  by  grouping  both  sets  of 
cases  together  and  establishing  a  new  . 
relative  weight  for  both  LTC-DRGs.  We 
continue  to  believe  that  utilizing 
nonmonotonic  relative  weights  to  adjust 
Medicare  payments  would  result  in 
inappropriate  payments  because,  in  a 
nonmonotonic  system,  cases  that  are 
more  severe  and  require  greater 
expenditure  of  medical  care  resources 
would  be  paid  based  on  a  lower  relative 
weight  than  cases  that  are  less  severe 
and  require  lower  resource  use.  The 
adopted  methodology  for  making 
adjustments  because  of 
nonmonotonicity  in  determining  the  RY 
2010  MS-LTC-DRG  relative  weights  is 
discussed  in  greater  detail  below  in 
section  VIII.B.3.f.  (Step  6)  of  the 
preamble  of  this  final  rule. 

e.  Low-Volume  MS-LTC-DRGs 

In  order  to  account  for  MS-LTC- 
DRGs  with  low  volume  (that  is,  with 
fewer  than  25  LTCH  cases),  consistent 
with  the  methodology  we  established 
when  we  implemented  the  LTCH  PPS 
(67  FR  55984  through  55995)  and  the 
methodology  that  we  established  when 
we  implemented  the  MS-LTC-DRGs  in 
the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47283  through 
47288),-  for  purposes  of  determining  the 
MS-LTC-DRG  relative  weights,  we 
group  those  “low-volume  MS-LTC- 
DRGs”  (that  is,  MS-LTC-DRGs  that 
contained  between  1  and  24  cases 
annually)  into  one  of  five  categories 
(quintiles)  based  on  average  charges.  In 
determining  the  RY  2010  MS-LTC-DRG 
relative  weights  in  this  final  rule, 
consistent  with  the  methodology 


described  above  and  the  methodology 
we  used  to  establish  the  FY  2009  MS- 
LTC-DRG  relative  weights  in  the  FY 
2009  IPPS  final  rule  (73  FR  48533 
through  48540),  we  continue  to  employ 
this  quintile  methodology  for  low- 
volume  MS-LTC-DRGs.  In  addition,  in 
cases  where  the  initial  assignment  of  a 
low-volume  MS-LTC-DRG  to  quintiles 
results  in  nonmonotonicity  within  a 
base-DRG,  in  order  to  ensure 
appropriate  Medicare  payments, 
consistent  with  our  historical 
methodology,  we  made  adjustments  to 
the  treatment  of  low-volume  MS-LTC- 
DRGs  to  preserve  monotonicity,  as 
discussed  in  detail  below  in  section 
VIII.B.3.f.  (Step  6)  in  this  preamble. 

In  this  final  rule,  using  LTCH  cases 
from  the  March  2009  update  of  the  FY 
2008  MedPAR  file,  we  identified  281 
MS-LTC-DRGs  that  contained  between 
1  and  24  cases.  This  list  of  MS-LTC- 
DRGs  was  then  divided  into  one  of  the 
5  low-volume  quintiles,  each  containing 
a  minimum  of  56  MS-LTC-DRGs  (281/ 

5  =  56  with  1  MS-LTC-DRG  as  the 
remainder).  We  assigned  a  low-volume 
MS-LTC-DRG  to  a  specific  low-volume 
quintile  by  sorting  the  low-volume  MS- 
LTC-DRGs  in  ascending  order  by 
average  charge  in  accordance  with  our 
established  methodology.  Furthermore, 
because  the  number  of  MS-LTC-DRGs 
with  less  than  25  cases  was  not  evenly 
divisible  by  5,  the  average  charge  of  the 
low-volume  quintile  was  used  to 
determine  which  of  the  low-volume 
quintiles  would  contain  the  1  additional 
low-volume  MS-LTC-DRG. 

Specifically,  after  sorting  the  281  low- 
volume  MS-LTC-DRGs  by  ascending 
order  by  average  charge,  we  assigned  the 
first  fifth  (1st  through  56th)  of  low- 
volume  MS-LTC-DRGs  (with  the  lowest 
average  charge)  into  Quintile  1.  The 
MS-LTC-DRGs  with  the  highest  average 
charge  cases  were  assigned  into  Quintile 


5.  Because  the  average  charge  of  the 
57th  low-volume  MS-LTC-DRG  in  the 
sorted  list  was  closer  to  the  average 
charge  of  the  56th  low-volume  MS- 
LTC-DRG  (assigned  to  Quintile  1)  than 
to  the  average  charge  of  the  58th  low- 
volume  MS-LTC-DRG  (assigned  to 
Quintile  2),  we  placed  it  into  Quintile 
1  (such  that  Quintile  1  contains  57  low- 
volume  MS-LTC-DRGs  before  any 
adjustments  for  nonmonotonicity,  as 
discussed  below).  This  process  was 
repeated  through  the  remaining  low- 
volume  MS-LTC-DRGs  so  that  1  of  the 
5  low-volume  quintiles  contain  57  MS- 
LTC-DRGs  (Quintile  1)  and  the  other  4 
low-volume  quintiles  contain  56  MS- 
LTC-DRGs  (Quintiles  2,  3,  4,  and  5). 

Accordingly,  in  order  to  determine 
the  RY  2010  relative  weights  for  the 
MS-LTC-DRGs  with  low  volume,  we 
used  the  five  low-volume  quintiles 
described  above.  The  composition  of 
each  of  the  five  low-volume  quintiles 
shown  in  the  chart  below  was  used  in 
determining  the  RY  2010  MS-LTC-DRG 
relative  weights  (as  shown  in  Table  11 
of  the  Addendum  to  this  final  rule).  We 
determined  a  relative  weight  and 
(geometric)  average  length  of  stay  for 
each  of  the  5  low-volume  quintiles 
using  the  methodology  that  we  applied 
to  the  MS-LTC-DRGs  (25  or  more 
cases),  as  described  in  section  VIII.B.3.f. 
of  the  preamble  of  this  final  rule.  We 
assigned  the  same  relative  weight  and 
average  length  of  stay  to  each  of  the  low- 
volume  MS-LTC-DRGs  that  make  up  an 
individual  low-volume  quintile.  We 
note  that,  as  this  system  is  dynamic,  it 
is  possible  that  the  number  and  specific 
type  of  MS-LTC-DRGs  with  a  low 
voliime  of  LTCH  cases  will  vary  in  the 
future.  We  use  the  best  available  claims 
data  in  the  MedPAR  file  to  identify  low- 
volume  MS-LTC-DRGs  and  to  calculate 
the  relative  weights  based  on  our 
methodology. 


Composition  of  Low-Volume  Quintiles  for  RY  2010 


MS-LTC-DRG  MS-LTC-DRG  description 


Quintile  1 

26 . . .  Craniotomy  &  endovascular  intracranial  procedures  w  CC. 

53 .  Spinal  disorders  &  injuries  w/o  CC/MCC. 

60 . . .  Multiple  sclerosis  &  cerebellar  ataxia  w/o  CC/MCC. 

66 . : .  Intracranial  hemorrhage  or  cerebral  infarction  w/o  CC/MCC. 

68  .  Nonspecific  cva  &  precerebral  occlusion  w/o  infarct  w/o  MCC. 

69  . . .  T ransient  ischemia. 

72 . .  Nonspecific  cerebrovascular  disorders  w/o  CC/MCC. 

78 . . .  Hypertensive  encephalopathy  w  CC. 

81  .  Nontraumatic  stupor  &  coma  w/o  MCC. 

89  . . .  Concussion  w  CC. 

90  .  Concussion  w/o  CC/MCC. 

93 .  Other  disorders  of  nervous  system  w/o  CC/MCC. 

103 .  Headaches  w/o  MCC. 

115 . .  Extraocular  procedures  except  orbit. 

139 .  Salivary  gland  procedures. 
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149 . ; .  Dysequilibrium. 

184 . . .  Major  chest  trauma  w  CC. 

198 .  Interstitial  lung  disease  w/o  CC/MCC. 

201 .  Pneumothorax  w/o  CC/MCC. 

203  .  Bronchitis  &  asthma  w/o  CC/MCC. 

284  .  Circulatory  disorders  w  AMI,  expired  w  CC.* 

310 .  :  Cardiac  arrhythmia  &  conduction  disorders  w/o  CC/MCC. 

313 . .  Chest  pain. 

350  .  Inguinal  &  femoral  hernia  procedures  w  MCC. 

370  . /. .  Major  esophageal  disorders  w/o  CC/MCC. 

376  . .  Digestive  malignancy  w/o  CC/MCC. 

387  . ». . . .  Inflammatory  bowel  disease  w/o  CC/MCC. 

437  . .' .  Malignancy  of  hepatobiliary  system  or  pancreas  w/o  CC/MCC. 

440  ....: . . . .  Disorders  of  pancreas  except  malignancy  w/o  CC/MCC. 

443  .  Disorders  of  liver  except  malig,  cirr,  ale  hepa  w/o  CC/MCC. 

446  .  Disorders  of  the  biliary  tract  w/o  CC/MCC. 

534  ...: .  Fractures  of  femur  w/o  MCC. 

536  . . .  Fractures  of  hip  &  pelvis  w/o  MCC. 

.544  . .  Pathological  fractures  &  musculoskelet  &  conn  tiss  malig  w/o  CC/MCC. 

547  .  Connective  tissue  disorders  w/o  CC/MCC. 

556  .  Signs  &  symptoms  of  musculoskeletal  system  &  conn  tissue  w/o  MCC. 

578  . . .  Skin  graft  &/or  debrid  exc  for  skin  ulcer  or  cellulitis  w/o  CC/MCC. 

601  . .  Non-malignant  breast  disorders  w/o  CC/MCC. 

645  . . .  Endocrine  disorders  w/o  CC/MCC. 

667  . . . , .  Prostatectomy  w/o  CC/MCC. 

694  . . . ’. . . . . .  Urinary  stones  w/o  esw  lithotripsy  w/o  MCC. 

696  . .  Kidney  &  urinary  tract  signs  &  symptoms  w/o  MCC. 

725  . . . . '. .  Benign  prostatic  hypertrophy  w  MCC. 

726  . . : .  Benign  prostatic  hypertrophy  w/o  MCC. 

730  . . .  Other  male  reproductive  system  diagnoses  w/o  CC/MCC. 

746  . . .  Vagina,  cervix  &  vulva  procedures  w  CC/MCC. 

816 . .’ .  Reticuloendothelial  &  immunity  disorders  w/o  CC/MCC. 

869  .  Other  infectious  &  parasitic  diseases  diagnoses  w/o  CC/MCC. 

880  .  Acute  adjustment  reaction  &  psychosocial  dysfunction. 

881  .  Depressive  neuroses. 

883  .  Disorders  of  personality  &  impulse  control.* 

895  .  I  Alcohol/drug  abuse  or  dependence  w  rehabilitation  therapy. 

897  .  Alcohol/drug  abuse  or  dependence  w/o  rehabilitation  therapy  w/o  MCC. 

918 . , .  Poisoning  &  toxic  effects  of  drugs  w/o  MCC. 

964  . .  Other  multiple  significant  trauma  w  CC. 

965  .  Other  multiple  significant  trauma  w/o  CC/MCC. 

976  .  HIV  w  major  related  condition  w/o  CC/MCC. 

Quintile  2 

032  .  Ventricular  shunt  procedures  w  CC. 

033  . .  Ventricular  shunt  procedures  w/o  CC/MCC. 

042  .  Periph  &  cranial  nerve  &  other  nerv  syst  proc  w/o  CC/MCC. 

067  .  Nonspecific  eva  &  precerebral  occlusion  w/o  infarct  w  MCC. 

080  . . .  Nontraumatic  stupor  &  coma  w  MCC. 

083  .  Traumatic  stupor  &  coma,  coma  >1  hr  w  CC.* 

087  .  Traumatic  stupor  &  coma,  coma  <1  hr  w/o  CC/MCC.*** 

088  .  Concussion  w  MCC. 

096  .  Bacterial  &  tubercujous  infections  of  nervous  system  w/o  CC/MCC. 

102 .  Headaches  w  MCC. 

125 . . .  Other  disorders  of  the  eye  w/o  MCC. 

156 .  Nasal  trauma  &  deformity  w/o  CC/MCC.*** 

159 . r . •  Dental  &  Oral  Diseases  w/o  CC/MCC. 

182  . : .  Respiratory  neoplasms  w/o  CC/MCC.*** 

183  .  Major  chest  trauma  w  MCC. 

188 .  Pleural  effusion  w/o  CC/MCC. 

257  . . .  Upper  limb  &  toe  amputation  for  circ  system  disorders  w/o  CC/MCC. 

259  .  Cardiac  pacemaker  device  replacement  w/o  MCC. 

282  .  Circulatory  disorders  w  AMI,  discharged  alive  w/o  CC/MCC.*** 

284  .  Circulatory  disorders  w  AMI,  expired  w  CC.** 

285  .  Circulatory  disorders  w  AMI,  expired  w/o  CC/MCC. 

294  .  Deep  vein  thrombophlebitis  w  CC/MCC. 

31 1  . .  Angina  pectoris. 

379  .  G.l.  hemorrhage  w/o  CC/MCC.*** 

384  . . .  Uncomplicated  peptic  ulcer  w/o  MCC. 

386  . . . . . , .  Inflammatory  bowel  disease  w  CC. 

390  . . .  G.l.  obstruction  w/o  CC/MCC. 
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418  . 
433  . 
436  .. 
479  .. 
497 
517  . 
535  . 
553  . 
598  . 
600  . 
644  . 
663  . 
675  . 
685  . 
697  . 
700  . 

722  . 

723  . 
747  . 
759  . 
803  . 
808  . 
815  . 
837  . 
842  . 
864  . 
882  . 
894  . 
922  . 
986  . 
023  . 
029  . 
030  . 
058  . 
075  . 
083  . 
084  . 
099  . 
121  . 
124  . 
158  . 
241  . 
290  . 
327  . 
331 
348 

381 

382 

383 
424 
472 
476 
493 
499 
511 
555 

562 

563 

581 

582 
584 
597 
620 
643 
656 
660 
666 
668 
669 
687 
693 
695 


MS-LTC-DRG 


MS-LTC-DRG  description 


Laparoscopic  cholecystectomy  w/o  c.d.e.  w  CC. 

Cirrhosis  &  alcoholic  hepatitis  w  CC. 

Malignancy  of  hepatobiliary  system  or  pancreas  w  CC. 

Biopsies  of  musculoskeletal  system  &  connective  tissue  w/o  CC/MCC. 
Local  excision  &  removal  int  fix  devices  exc  hip  &  femur  w/o  CC/MCC. 
Other  musculoskelet  sys  &  conn  tiss  O  R.  proc  w/o  CC/MCC. 

Fractures  of  hip  &  pelvis  w  MCC. 

Bone  diseases  &  arthropathies  w  MCC. 

Malignant  breast  disorders  w  CC. 

Non-malignant  breast  disorders  w  CC/MCC. 

Endocrine  disorders  w  CC. 

Minor  bladder  procedures  w  CC. 

Other  kidney  &  urinary  tract  procedures  w/o  CC/MCC. 

Admit  for  renal  dialysis. 

Urethral  stricture. 

Other  kidney  &  urinary  tract  diagnoses  w/o  CC/MCC. 

Malignancy,  male  reproductive  system  w  MCC. 

Malignancy,  male  reproductive  system  w  CC. 

Vagina,  cervix  &  vulva  procedures  w/o  CC/MCC. 

Infections,  female  reproductive  system  w/o  CC/MCC. 

Other  O.R.  proc  of  the  blood  &  blood  forming  organs  w  CC. 

Major  hematol/immun  diag  exc  sickle  cell  crisis  &  coagul  w  MCC.*’* 
Reticuloendothelial  &  immunity  disorders  w  CC. 

Chemo  w  acute  leukemia  as  sdx  or  w  high  dose  chemo  agent  w  MCC. 
Lymphoma  &  non-acute  leukemia  w/o  CC/MCC. 

Fever  of  unknown  origin. 

Neuroses  except  depressive. 

Alcohol/drug  abuse  or  dependence,  left  ama. 

Other  injury,  poisoning  &  toxic  effect  diag  w  MCC.* 

Prostatic  O.R.  procedure  unrelated  to  principal  diagnosis  w/o  CC/MCC. 
Craniotomy  w  major  device  implant  or  acute  complex  CNS  PDX  w  MCC. 
Spinal  procedures  w  CC. 

Spinal  procedures  w/o  CC/MCC. 

Multiple  sclerosis  &  cerebellar  ataxia  w  MCC. 

Viral  meningitis  w  CC/MCC. 

Traumatic  stupor  &  coma,  coma  >1  hr  w  CC.** 

Traumatic  stupor  &  coma,  coma  >1  hr.  w/o  CC/MCC.** 

Non-bacterial  infect  of  nervous  sys  exc  viral  meningitis  w/o  CC/MCC.*** 
Acute  major  eye  infections  w  CC/MCC. 

Other  disorders  of  the  eye  w  MCC. 

Dental  &  Oral  Diseases  w  CC. 

Amputation  for  circ  sys  disorders  exc  upper  limb  &  toe  w/o  CC/MCC. 
Acute  &  subacute  endocarditis  w/o  CC/MCC. 

Stomach,  esophageal  &  duodenal  proc  w  CC. 

Major  small  &  large  bowel  procedures  w/o  CC/MCC. 

Anal  &  stomal  procedures  w  CC. 

Complicated  peptic  ulcer  w  CC. 

Complicated  peptic  ulcer  w/o  CC/MCC. 

Uncomplicated  peptic  ulcer  w  MCC. 

Other  hepatobiliary  or  pancreas  O.R.  procedures  w  CC. 

Cervical  spinal  fusion  w  CC. 

Amputation  for  musculoskeletal  sys  &  conn  tissue  dis  w/o  CC/MCC. 
Lower  extrem  &  humer  proc  except  hip,  foot,  femur  w  CC. 

Local  excision  &  removal  int  fix  devices  of  hip  &  femur  w/o  CC/MCC. 
Shoulder,  elbow  or  forearm  proc,  exc  major  joint  proc  w  CC. 

Signs  &  symptoms  of  musculoskeletal  system  &  conn  tissue  w  MCC. 

Fx,  spm,  strn  &  disl  except  femur,  hip,  pelvis  &  thigh  w  MCC. 

Fx,  spm,  strn  &  disl  except  femur,  hip,  pelvis  &  thigh  w/o  MCC. 

Other  skin,  subcut  tiss  &  breast  proc  w/o  CC/MCC. 

Mastectomy  for  malignancy  w  CC/MCC. 

Breast  biopsy,  local  excision  &  other  breast  procedures  w  CC/MCC. 
Malignant  breast  disorders  w  MCC. 

O.R.  procedures  for  obesity  w  CC. 

Endocrine  disorders  w  MCC. 

Kidney  &  ureter  procedures  for  neoplasm  w  MCC. 

Kidney  &  ureter  procedures  for  non-neoplasm  w  CC. 

Prostatectomy  w  CC. 

Transurethral  procedures  w  MCC. 

Transurethral  procedures  w  CC. 

Kidney  &  urinary  tract  neoplasms  w  CC. 

Urinary  stones  w/o  esw  lithotripsy  w  MCC. 

Kidney  &  urinary  tract  signs  &  symptoms  w  MCC. 
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749  . 
755  . 
760  . 
781  . 
809  . 
821  . 
835  . 
843  . 
858  . 
866  . 
896  . 
903  . 

905  . 

906  . 
933  . 
941  . 
028  . 
077  . 
082  . 
084  . 
131  . 
133  . 
157  . 
168  . 
237  . 

243  . 

244  . 
254  . 
286  . 
287  . 
304  . 
338  . 
344  . 
347  . 

353 

354 
369 
380 
423 
466 
469 
471 
480 

487 

488 
490 

502 

503 
505 
510 

513 

514 
516 
537 
624 
642 
671 
691 
711 
800 
814 
829 
834 
844 
855 
909 
917 

927 

928 
958 
963 
983 


MS-LTC-DRG  MS-LTC-DRG  description 


Other  female  reproductive  system  O.R.  procedures  w  CC/MCC. 
Malignancy,  female  reproductive  system  w  CC. 

Menstrual  &  other  female  reproductive  system  disorders  w  CC/MCC. 

..  Other  antepartum  diagnoses  w  medical  complications. 

Major  hematol/immun  diag  exc  sickle  cell  crisis  &  coagul  w  CC.’** 

..  Lymphoma  &  leukemia  w  major  O.R.  procedure  w  CC. 

..  Acute  leukemia  w/o  major  O.R.  procedure  w  CC. 

..  Other  myeloprolif  dis  or  poorly  diff  neopl  diag  w  MCC.*** 

..  Postoperative  or  post-traumatic  infections  w  O.R.  proc  w/o  CC/MCC. 

..  Viral  illness  w/o  MCC. 

..  Alcohol/drug  abuse  or  dependence  w/o  rehabilitation  therapy  w  MCC. 

..  Wound  debridements  for  injuries  w/o  CC/MCC. 

..  Skin  grafts  for  injuries  w/o  CC/MCC. 

..  Hand  procedures  for  injuries. 

..  Extensive  burns  or  full  thickness  bums  w  MV  96+  hrs  w/o  skin  graft. 

..  O.R.  proc  w  diagnoses  of  other  contact  w  health  services  w/o  CC/MCC. 

..  Spinal  procedures  w  MCC. 

..  Hypertensive  encephalopathy  w  MCC. 

..  Traumatic  stupor  &  coma,  coma  >1  hr  w  MCC. 

..  Traumatic  stupor  &  coma,  coma  >1  hr  w/o  CC/MCC.* 

..  Cranial/facial  procedures  w  CC/MCC. 

..  Other  ear,  nose,  mouth  &  throat  O.R.  procedures  w  CC/MCC. 

..  Dental  &  Oral  Diseases  w  MCC.  * 

..  Other  resp  system  O.R.  procedures  w/o  CC/MCC. 

..  Major  cardiovascular  procedures  w  MCC. 

Permanent  cardiac  pacemaker  implant  w  CC. 

..  Permanent  cardiac  pacemaker  implant  w/o  CC/MCC. 

...  Other  vascular  procedures  w/o  CC/MCC.*** 

...  Circulatory  disorders  except  AMI,  w  card  cath  w  MCC. 

...  Circulatory  disorders  except  AMI,  w  card  cath  w/o  MCC. 

...  !  Hypertension  w  MCC. 

...  Appendectomy  w  complicated  principal  diag  w  MCC. 

...  Minor  small  &  large  bowel  procedures  w  MCC. 

...  Anal  &  stomal  procedures  w  MCC. 

...  Hernia  procedures  except  inguinal  &  femoral  w  MCC. 

...  Hernia  procedures  except  inguinal  &  femoral  w  CC. 

...  Major  esophageal  disorders  w  CC.*** 

...  Complicated  peptic  ulcer  w  MCC. 

...  Other  hepatobiliary  or  pancreas  O.R.  procedures  w  MCC. 

...  Revision  of  hip  or  knee  replacement  w  MCC.* 

...  Major  joint  replacement  or  reattachment  of  lower  extremity  w  MCC.* 

...  Cervical  spinal  fusion  w  MCC. 

...  Hip  &  femur  procedures  except  major  joint  w  MCC.* 

...  Knee  procedures  w  pdx  of  infection  w/o  CC/MCC. 

...  Knee  procedures  w/o  pdx  of  infection  w  CC/MCC. 

...  Back  &  neck  procedures  except  spinal  fusion  w  CC/MCC  or  disc  devices. 
...  Soft  tissue  procedures  w/o  CC/MCC.*** 

...  Foot  procedures  w  MCC. 

...  Foot  procedures  w/o  CC/MCC.*** 

...  Shoulder,  elbow  or  forearm  proc,  exc  major  joint  proc  w  MCC. 

...  Hand  or  wrist  proc,  except  major  thumb  or  joint  proc  w  CC/MCC. 

...  Hand  or  wrist  proc,  except  major  thumb  or  joint  pr<?c  w/o  CC/MCC. 

...  Other  musculoskelet  sys  &  conn  tiss  O.R.  proc  w  CC. 

...  Sprains,  strains,  &  dislocations  of  hip,  pelvis  &  thigh  w  CC/MCC. 

...  Skin  grafts  &  wound  debrid  for  endoc,  nutrit  &  metab  dis  w/o  CC/MCC.*** 
...  Inborn  errors  of  metabolism. 

...  Urethral  procedures  w  CC/MCC. 

...  Urinary  stones  w  esw  lithotripsy  w  CC/MCC. 

...  Testes  procedures  w  CC/MCC. 

...  Splenectomy  w  CC. 

...  Reticuloendothelial  &  immunity  disorders  w  MCC. 

...  Myeloprolif  disord  or  poorly  diff  neopl  w  other  O.R.  proc  w  CC/MCC. 

...  Acute  leukemia  w/o  major  O.R.  procedure  w  MCC. 

Other  myeloprolif  dis  or  poorly  diff  neopl  diag  w  CC.*** 

...  Infectious  &  parasitic  diseases  w  O.R.  procedure  w/o  CC/MCC. 

...  Other  O.R.  procedures  for  injuries  w/o  CC/MCC. 

...  Poisoning  &  toxic  effects  of  drugs  w  MCC. 

....  Extensive  bums  or  full  thickness  bums  w  MV  96+  hrs  w  skin  graft. 

....  Full  thickness  burn  w  skin  graft  or  inhal  inj  w  CC/MCC. 

....  Other  O.R.  procedures  for  multiple  significant  trauma  w  CC. 

....  Other  multiple  significant  trauma  w  MCC. 

....  Extensive  O.R.  procedure  unrelated  to  principal  diagnosis  w/o  CC/MCC. 
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Oil 


031  . 
037  . 
038  . 
135  . 
148  . 
164  . 
222  . 
226  . 
227  . 
242  . 
245  . 
250  . 
260  . 
326 
330 
335 

405 

406 
414 
417 
420 

453 

454 

456 

457 
459 

466 

467 

469 

470 

480 

481 

485 

486 
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498 
507 
619 
659 
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709 
713 
717 
776 
802 


827 

848 

876 

922 

923 
957 

969 

970 

984 

985 
989 


MS-LTC-DRG  MS-LTC-DRG  description 

. .  Tracheostomy  for  face,  mouth  &  neck  diagnoses  w  MCC. 

.  Craniotomy  &  endovascular  intracranial  procedures  w  MCC. 

. : .  Ventricular  shunt  procedures  w  MCC. 

. . .  Extracranial  procedures  w  MCC. 

.  Extracranial  procedures  W  CC. 

.  Sinus  &  mastoid  procedures  w  CC/MCC. 

.  Ear,  nose,  mouth  &  throat  malignancy  w/o  CC/MCC.*** 

. . . .  Major  chest  procedures  w  CC. 

.  Cardiac  defib  implant  w  cardiac  cath  w  AMI/HF/shock  w  MCC. 

. . .  Cardiac  defibrillator  implant  w/o  cardiac  cath  w  MCC. 

.  Cardiac  defibrillator  implant  w/o  cardiac  cath  w/o  MCC. 

.  Permanent  cardiac  pacemaker  implant  w  MCC. 

.  AICD  generator  procedures. 

. . . . .  Perc  cardiovasc  proc  w/o  coronary  artery  stent  or  AMI  w  MCC. 

.  Cardiac  pacemaker  revision  except  device  replacement  w  MCC. 

. . .  Stomach,  esophageal  &  duodenal  proc  w  MCC. 

. . .  Major  small  &  large  bowel  procedures  w  CC. 

. . . . .  Peritoneal  adhesiolysis  w  MCC. 

.  Pancreas,  liver  &  shunt  procedures  w  MCC. 

.  Pancreas,  liver  &  shunt  procedures  w  CC. 

.  Cholecystectomy  except  by  laparoscope  w/o  c.d.e.  w  MCC. 

.  Laparoscopic  cholecystectomy  w/o  c.d.e.  w  MCC. 

.  Hepatobiliary  diagnostic  procedures  w  MCC. 

. . . .  Combined  anterior/posterior  spinal  fusion  w  MCC. 

. . .  Combined  anterior/posterior  spinal  fusion  w  CC. 

. .  Spinal  fusion  exc  cerv  w  spinal  curv,  malig  or  9+  fusions  w  MCC. 

. . .  Spinal  fusion  exc  cerv  w  spinal  curv,  malig  or  9+  fusions  w  CC. 

. . .  Spinal  fusion  except  cervical  w  MCC. 

. .  Revision  of  hip  or  knee  replacement  w  MCC.** 

. .  Revision  of  hip  or  knee  replacement  w  CC. 

. . . . . .  Major  joint  replacement  or  reattachment  of  lower  extremity  w  MCC.** 

.  Major  joint  replacement  or  reattachment  of  lower  extremity  w/o  MCC. 

. . . .  Hip  &  femur  procedures  except  major  joint  w  MCC.** 

. i .  Hip  &  femur  procedures  except  major  joint  w  CC. 

.  Knee  procedures  w  pdx  of  infection  w  MCC. 

. . .  Knee  procedures  w  pdx  of  infection  w  CC. 

. . .  Lower  extrem  &  humer  proc  except  hip,  foot,  femur  w  MCC. 

.  Local  excision  &  removal  int  fix  devices  of  hip  &  femur  w  CC/MCC. 

.  Major  shoulder  or  elbow  joint  procedures  w  CC/MCC. 

.  O.R.  procedures  for  obesity  w  MCC. 

. . .  Kidney  &  ureter  procedures  for  non-neoplasm  w  MCC. 

.  Minor  bladder  procedures  w  MCC. 

. v. .  Penis  procedures  w  CC/MCC. 

.  Transurethral  prostatectomy  w  CC/MCC. 

. . .  Other  male  reproductive  system  O.R.  proc  exc  malignancy  w  CC/MCC. 

.  Postpartum  &  post  abortion  diagnoses  w/o  O.R.  procedure. 

. .  Other  O.R.  proc  of  the  blood  &  blood  forming  organs  w  MCC. 

.  Lymphoma  &  non-acute  leukemia  w  other  O.R.  proc  w  MCC. 

.  Lymphoma  &  non-acute  leukemia  w  other  O.R.  proc  w  CC. 

.  Myeloprolif  disord  or  poorly  diff  neopl  w  maj  O.R.  proc  w  CC. 

.  Chemotherapy  w/o  acute  leukemia  as  secondary  diagnosis  w/o  CC/MCC.***- 

. . .  O.R.  procedure  w  principal  diagnoses  of  mental  illness. 

. : .  Other  injury,  .poisoning  &  toxic  effect  diag  w  MCC.** 

.  Other  injury,  poisoning  &  toxic  effect  diag  w/o  MCC. 

. .  Other  O.R.  procedures  for  multiple  significant  trauma  w  MCC.  . 

. . . . .  HIV  w  extensive  O.R.  procedure  w  MCC. 

.  HIV  w  extensive  O.R.  procedure  w/o  MCC. 

.  Prostatic  O.R.  procedure  unrelated  to  principal  diagnosis  w  MCC. 

.  Prostatic  O.R.  procedure  unrelated  to  principal  diagnosis  w  CC. 

. I  Non-extensive  O.R.  proc  unrelated  to  principal  diagnosis  w/o  CC/MCC.*** 


‘One  of  the  original  281  low-volume -MS-LTC-DRGs  initially  assigned  to  this  low-volume  quintile  but  moved  to  a  different  low-volume  quintile 
in  addressing  nonmonotonicity  (refer  to  step  6  in  section  VIII.B.3.f.  of  the  preamble  of  this  final  rule). 

"One  of  the  original  281  low-volume  MS-LTC-DRGs  initially  assigned  to  a  different  low-volume  quintile  but  moved  to  this  low-volume  quintile 
in  addressing  nonmonotonicity  (refer  to  step  6  in  section  VIII.B.3.f.  of  the  preamble  of  this  final  rule). 

***One  of  the  original  281  low-volume  MS-LTC-DRGs  initially  assigned  to  this  low-volume  quintile,  but  removed  from  this  low-volume  quintile 
in  addressing  nonmonotonicity  (refer  to  step  6  in  section  VIII.B.3.f.of  the  preamble  of  this  final  rule). 


We  note  that  we  will  continue  to  quintiles  to  ensure  that  our  quintile  appropriate  payment  for  such  cases  and 

monitor  the  volume  (that  is,  the  number  assignments  used  in  determining  the  do  not  result  in  an  unintended  financial 

of  LTCH  cases)  in  the  low-volume  MS-LTC-DRQ  relative  weights  result  in 
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incentive  for  LTCHs  to  inappropriately 
admit  these  types  of  cases. 

f.  Steps  for  Determining  the  RY  2010 
MS-LTC-DRG  Relative  Weights 

In  general,  as  we  proposed,  we 
determined  the  RY  2010  MS-LTC-DRG 
relative  weights  based  on  the 
methodology  established  in  the  August 
30,  2002  LTCH  PPS  final  rule  (67  FR 
55989  through  55995)  and  consistent 
with  the  methodology  we  used  to 
determine  the  FY  2009  MS-LTC-DRG 
relative  weights  in  the  FY  2009  IPPS 
final  rule  (73  FR  48540  through  48551). 
(We  note  that,  for  FY  2009,  we  made  a 
modification  to  our  methodology  for 
determining  relative  weights  for  MS- 
LTC-DRGs  with  no  LTCH  cases  (73  FR 
48542  through  48543),  which  is 
reflected  in  the  adopted  methodology 
for  determining  the  RY  2010  MS-LTC- 
DRG  relative  weights  presented  below.) 

In  summary,  for  RY  2010,  we  grouped 
LTCH  cases  to  the  appropriate  MS- 
LTC-DRG,  while  taking  into  account  the 
low-volume  MS-LTC-DRGs  (as 
described  above),  in  order  to  determine 
the  RY  2010  MS-LTC-DRG  relative 
weights.  After  grouping  the  cases  to  the 
appropriate  MS-LTC-DRG  (or  low- 
volume  quintile),  we  calculated  the 
relative  weights  for  RY  2010  by  first 
removing  statistical  outliers  and  cases 
with  a  length  of  stay  of  7  days  or  less 
(as  discussed  in  greater  detail  below). 
Next,  we  adjusted  the  number  of  cases 
in  each  MS-LTC-DRG  (or  low-volume 
quintile)  for  the  effect  of  SSO  cases  (as 
also  discussed  in  greater  detail  below). 
The  SSO  adjusted  discharges  and 
corresponding  charges  are  then  used  to 
calculate  “relative  adjusted  weights”  for 
each  MS-LTC-DRG  (or  low-volume 
quintile)  using  the  HSRV  method 
(described  above). 

Below  we  discuss  in  detail  the  steps 
for  calculating  the  RY  2010  MS-LTC- 
DRG  relative  weights.  We  note  that,  as 
we  stated  above  in  section  VIII.B.3.C.  of 
the  preamble  of  this  final  rule,  we 
excluded  the  data  of  all-inclusive  rate 
LTCHs  and  LTCHs  that  are  paid  in 
accordance  with  demonstration  projects 
that  had  claims  in  the  FY  2008  MedPAR 
file. 

Step  1 — Remove  statistical  outliers. 

The  first  step  in  the  calculation  of  the 
RY  2010  MS-LTC-DRG  relative  weights 
is  to  remove  statistical  outlier  cases. 
Consistent  with  our  historical  relative 
weight  methodology,  we  continue  to 
define  statistical  outliers  as  cases  that 
are  outside  of  3.0  standard  deviations 
from  the  mean  of  the  log  distribution  of 
both  charges  per  case  and  the  charges 
per  day  for  each  MS-LTC-DRG.  These 
statistical  outliers  are  removed  prior  to 
calculating  the  relative  weights  because 


we  believe  that  they  may  represent 
aberrations  in  the  data  that  distort  the 
measure  of  average  resource  use. 
Including  those  LTCH  cases  in  the 
calculation  of  the  relative  weights  could 
result  in  an  inaccurate  relative  weight 
that  does  not  truly  reflect  relative 
resource  use  among  the  MS-LTQ-DRGs. 

Step  2 — Remove  cases  with  a  length 
of  stay  of  7  days  or  less. 

The  MS-LTC-DRG  relative  weights 
reflect  the  average  of  resources  used  on 
representative  cases  of  a  specific  type. 
Generally,  cases  with  a  length  of  stay  of 
7  days  or  less  do  not  belong  in  a  LTCH 
because  these  stays  do  not  fully  receive 
or  benefit  from  treatment  that  is  typical 
in  a  LTCH  stay,  and  full  resources  are 
often  not  used  in  the  earlier  stages  of 
admission  to  a  LTCH.  If  we  were  to 
include  stays  of  7  days  or  less  in  the 
computation  of  the  RY  2010  MS-LTC- 
DRG  relative  weights,  the  value  of  many 
relative  weights  would  decrease  and, 
therefore,  payments  would  decrease  to  a 
level  that  may  no  longer  be  appropriate. 
We  do  not  believe  that  it  would  be 
appropriate  to  compromise  the  integrity 
of  the  payment  determination  for  those 
LTCH  cases  that  actually  benefit  from 
and  receive  a  full  course  of  treatment  at 
a  LTCH  by  including  data  from  these 
very  short-stays.  Therefore,  consistent 
with  our  historical  relative  weight 
methodology,  in  determining  the  RY 
2010  MS-LTC-DRG  relative  weights,  we 
removed  LTCH  cases  with  a  length  of 
stay  of  7  days  or  less. 

Step  3 — Adjust  charges  for  the  effects 
of  SSOs. 

After  removing  cases  with  a  length  of 
stay  of  7  days  or  less,  we  are  left  with 
cases  that  have  a  length  of  stay  of  greater 
than  or  equal  to  8  days.  As  the  next  step 
in  the  calculation  of  the  RY  2010  MS- 
LTC-DRG  relative  weights,  consistent 
with  our  historical  relative  weight 
methodology,  we  adjusted  each  LTCH’s 
charges  per  discharge  for  those 
remaining  cases  for  the  effects  of  SSOs 
(as  defined  in  §  412.529(a)  in 
conjunction  with  §412.503). 

We  made  this  adjustment  by  counting 
an  SSO  case  as  a  fraction  of  a  discharge 
based  on  the  ratio  of  the  length  of  stay 
of  the  case  to  the  average  length  of  stay 
for  the  MS-LTC-DRG  for  non-SSO 
cases.  This  has  the  effect  of 
proportionately  reducing  the  impact  of 
the  lower  charges  for  the  SSO  cases  in 
calculating  the  average  charge  for  the 
MS-LTC-DRG.  This  process  produces 
the  same  result  as  if  the  actual  charges 
per  discharge  of  an  SSO  case  were 
adjusted  to  what  they  would  have  been 
had  the  patient’s  length  of  stay  been 
equal  to  the  average  length  of  stay  of  the 
MS-LTC-DRG. 


Counting  SSO  cases  as  full  discharges 
with  no  adjustment  in  determining  the 
RY  2010  MS-LTC-DRG  relative  weights 
would  lower  the  RY  2010  MS-LTC- 
DRG  relative  weight  for  affected  MS- 
LTC-DRGs  because  the  relatively  lower 
charges  of  the  SSO  cases  would  bring 
down  the  average  charge  for  all  cases 
within  an  MS-LTC-DRG.  This  would 
result  in  an  “underpayment”  for  non- 
SSO  cases  and  an  “overpayment”  for 
SSO  cases.  Therefore,  we  adjusted  for 
SSO  cases  under  §  412.529  in  this 
manner  because  it  results  in  more 
appropriate  payments  for  all  LTCH 
cases. 

Step  4 — Calculate  the  RY  2010  MS- 
LTC-DRG  relative  weights  on  an 
iterative  basis. 

Consistent  with  our  historical  relative 
weight  methodology,  we  calculate  the 
RY  2010  MS-LTC-DRG  relative  weights 
using  the  HSRV  methodology,  which  is 
an  iterative  process.  First,  for  each 
LTCH  case,  we  calculate  a  hospital- 
specific  relative  charge  value  by 
dividing  the  SSO  adjusted  charge  per 
discharge  (see  Step  3)  of  the  LTCH  case 
(after  removing  the  statistical  outliers 
(see  Step  1))  and  LTCH  cases  with  a 
length  of  stay  of  7  days  or  less  (see  Step 
2)  by  the  average  charge  per  discharge 
for  the  LTCH  in  which  the  case 
occurred.  The  resulting  ratio  is  then 
multiplied  by  the  LTCH’s  case-mix 
index  to  produce  an  adjusted  hospital- 
specific  relative  charge  value  for  the 
case.  An  initial  case-mix  index  value  of 
1.0  is  used  for  each  LTCH. 

For  each  MS-LTC-DRG,  the  RY  2010 
relative  weight  was  calculated  by 
dividing  the  average  of  the  adjusted 
hospital-specific  relative  charge  values 
(from  above)  for  the  MS-LTC-DRG  by 
the  overall  average  hospital-specific 
relative  charge  value  across  all  cases  for 
all  LTCHs.  Using  these  recalculated 
MS-LTC-DRG  relative  weights,  each 
LTCH’s  average  relative  weight  for  all  of 
its  cases  (that  is,  its  case-mix)  was 
calculated  by  dividing  the  sum  of  all  the 
LTCH’s  MS-LTC-DRG  relative  weights 
by  its  total  number  of  cases.  The  LTCHs’ 
hospital-specific  relative  charge  values 
above  was  multiplied  by  these  hospital- 
specific  case-mix  indexes.  These 
hospital-specific  case-mix  adjusted 
relative  charge  values  were  then  used  to 
calculate  a  new  set  of  MS-LTC-DRG 
relative  weights  across  all  LTCHs.  This 
iterative  process  was  continued  until’ 
there  was  convergence  between  the 
weights  produced  at  adjacent  steps,  for 
example,  when  the  maximum  difference 
was  less  than  0.0001. 

Step  5 — Determine  a  RY  2010  relative 
weight  for  MS-LTC-DRGs  with  no 
LTCH  cases. 
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As  we  stated  above,  we  determined 
the  RY  2010  relative  weight  for  each 
MS-LTC-DRG  using  total  Medicare 
allowable  charges  reported  in  the  best 
available  LTCH  claims  data  (that  is,  the 
March  2009  update  of  the  FY  2008 
MedPAR  file  for  this  final  rule).  Of  the 
RY  2010  MS-LTC-DRGs,  we  identified 
a  number  of  MS-LTC-DRGs  for  which 
there  were  no  LTCH  Oases  in  the 
database.  That  is,  based  on  data  from  the 
FY  2008  MedPAR  file  used  for  this  final 
rule,  no  patients  who  would  have  been 
classified  to  those  MS-LTC-DRGs  were 
treated  in  LTCHs  during  FY  2008  and, 
therefore,  no  charge  data  Were  available 
for  these  MS-LTC-DRGs.  Thus,  in  the 
process  of  determining  the  MS-LTC- 
DRG  relative  weights,  we  were  unable  to 
calculate  relative  weights  for  the  MS- 
LTC-DRGs  with  no  LTCH  cases  using 
the  methodology  described  in  Steps  1 
through  4  above.  However,  because 
patients  with  a  number  of  the  diagnoses 
under  these  MS-LTC-DRGs  may  be 
treated  at  LTCHs,  consistent  with  our 
historical  methodology,  we  assigned  a 
relative  weight  to  each  of  the  no-volume 
MS-LTC-DRGs  based  on  clinical 
similarity  and  relative  costliness  (with 
the  exception  of  “transplant”  MS-LTC- 
DRGs  and  “error”  MS-LTC-DRGs,  as 
discussed  below).  In  general,  we 
determined  RY  2010  relative  weights  for 
the  MS-LTC-DRGs  with  no  LTCH  cases 
in  the  FY  2008  MedPAR  file  used  in  this 
final  rule  (that  is,  “no-volume”  MS- 
LTC-DRGs)  by  crosswalking  each  no¬ 
volume  MS-LTC-DRG  to  another  MS- 
LTC-DRG  with  a  calculated  relative 
weight  (determined  in  accordance  with 
the  methodology  described  above). 

Then,  the  “no-volume”  MS-LTC-DRG 
was  assigned  the  same  relative  weight  of 
the  MS-LTC-DRG  to  which  it  was 
crosswalked  (as  described  in  greater 
detail  below). 

Specifically,  in  this  final  rule,  as 
stated  above,  we  determined  the  relative 
weight  for  each  MS-LTC-DRG  using 
total  Medicare  allowable  charges 
reported  in  the  March  2009  update  of 
the  FY  2008  MedPAR  file.  Of  the  746 
MS-LTC-DRGs  for  RY  2010,  we 
identified  218  MS-LTC-DRGs  for  which 
there  were  no  LTCH  cases  in  the 
database  (including  the  8  “transplant” 
MS-LTC-DRGs  and  2  “error”  MS-LTC- 
DRGs).  As  stated  above,  we  assigned 
relative  weights  for  each  of  the  218  no¬ 
volume  MS-LTC-DRGs  (with  the 
exception  of  the  8  “transplant”  MS- 


LTC-DRGs  and  the  2  “error”  MS-LTC- 
DRGs,  which  are  discussed  below) 
based  on  clinical  similarity  and  relative 
costliness  to  one  of  the  remaining  528 
(746  -  218  =  528)  MS-LTC-DRGs  for 
which  we  were  able  to  determine 
relative  weights  based  on  FY  2008 
LTCH  claims  data  using  the  steps 
described  above.  (For  the  remainder  of 
this  discussion,  we  refer  to  one  of  the 
528  MS-LTC-DRGs  for  which  we  were 
able  to  determine  a  relative  weight  as 
the  “crosswalked”  MS-LTC-DRG.) 

Then,  we  assigned  the  no-volume  MS- 
LTC-DRG  the  relative  weight  of  the 
crosswalked  MS-LTC-DRG.  (As 
explained  below  in  Step  6,  when 
necessary,  we  made  adjustments  to 
account  for  nonmonotonicity.) 

In  this  final  rule,  as  proposed,  we 
used  the  following  methodology  for 
determining  the  RY  2010  relative 
weights  for  the  no-volume  MS-LTC- 
DRGs:  We.  crosswalked  the  no-volume 
MS-LTC-DRG  to  an  MS-LTC-DRG  for 
which  there  were  LTCH  cases  in  the  FY 
2008  MedPAR  file  and  to  which  it  was 
similar  clinically  in  intensity  of  use  of 
resources  and  relative  costliness  as 
determined  by  criteria  such  as  care 
provided  during  the  period  of  time 
surrounding  surgery,  surgical  approach 
(if  applicable),  length  of  time  of  surgical 
procedure,  postoperative  care,  and 
length  of  stay.  As  we  explained  in  the 
FY  2009  IPPS  final  rule  (73  FR  48543), 
we  evaluated  the  relative  costliness  in 
determining  the  applicable  MS-LTC- 
DRG  to  which  a  no-volume  MS-LTC- 
DRG  was  crosswalked  in  order  to  assign 
an  appropriate  relative  weight  for  the 
no-volume  MS-LTC-DRGs  in  RY  2010. 
In  general,  most  of  the  no-volume  MS- 
LTC-DRGs  historically  have  not  had 
any  cases  in  the  LTCH  claims  data. 
Therefore,  we  typically  are  unable  to 
evaluate  relative  costliness  based  on 
prior  years’. LTCH  claims  data.  In 
evaluating  the  relative  costliness  for 
most  of  the  no-volume  MS-LTC-DRGs, 
a  group  of  CMS  medical  officers  who 
have  extensive  knowledge  and 
familiarity  with  both  the  IPPS  and 
LTCH  DRG-based  payment  systems  used 
their  DRG  experience  to  evaluate  the 
relative  costliness  of  the  no-volume 
MS-LTC-DRGs.  Specifically,  the 
relative  costliness  of  each  of  the  no¬ 
volume  MS-LTC-DRGs  for  RY  2010  was 
assessed  by  taking  into  consideration 
factors  such  as  relative  resource  use, 
clinical  cohesiveness,  and  the 


comparableness  of  services  provided 
based  on  the  collective  IPPS  and  LTCH 
PPS  experience  of  those  medical 
officers.  We  also  note,  as  discussed 
above,  the  no-volume  MS-LTC-DRG 
crosswalks  .are  based  on  both  clinical 
similarity  and  relative  costliness,  • 
including  such  factors  as  care  provided 
during  the  period  of  time  surrounding 
surgery,  surgical  approach  (if 
applicable),  length  of  time  of  surgical 
procedure,  postoperative  care,  and 
length  of  stay.  We  believe  in  the  rare 
event  that  there  would  be  a  few  LTCH 
cases  grouped  to  one  of  the  no-volume 
MS-LTC-DRGs  in  RY  2010,  the  relative 
weights  assigned  based  on  the 
crosswalked  MS-LTC-DRGs  will  result 
in  an  appropriate  LTCH  PPS  payment 
because  the  crosswalks,  which  are  based 
on  similar  clinical  similarity  and 
relative  costliness,  generally  require 
equivalent  relative  resource  use. 

We  then  assigned  the  relative  weight 
of  the  crosswalked  MS-LTC-DRG  as  the 
relative  weight  for  the  no-volume  MS—  • 
LTC-DRG  such  that  both  of  these  MS- 
LTC-DRGs  (that  is,  the  no-volume  MS- 
LTC-DRG  and  the  crosswalked  MS- 
LTC-DRG)  would  have  the  same  relative 
weight  for  RY  2010.  We  note  that  if  the 
crosswalked  MS-LTC-DRG  had  25 
cases  or  more,  its  relative  weight,  which 
was  calculated  using  the  methodology 
described  in  Steps  1  through  4  above, 
was  assigned  to  the  no-volume  MS- 
LTC-DRG  as  well.  Similarly,  if  the  MS- 
LTC-DRG  to  which  the  no-volume  MS- 
LTC-DRG  was  crosswalked  had  24  or  ‘ 
less  cases  and,  therefore,  was  designated 
to  one  of  the  low-volume  quintiles  for 
purposes  of  determining  the  relative 
weights,  we  assigned  the  relative  weight 
of  the  applicable  low-volume  quintile  to 
the  no-volume  MS-LTC-DRG  such  that 
both  of  these  MS-LTC-DRGs  (that  is, 
the  no-volume  MS-LTC-DRG  and  the 
crosswalked  MS-LTC-DRG)  have  the 
same  relative  weight  for  RY  2010.  (As 
we  noted  above,  in  the  infrequent  case 
where  nonmonotonicity  involving  a  no¬ 
volume  MS-LTC-DRG  results, 
additional  measures  as  described  in 
Step  6  are  required  in  order  to  maintain 
monotonically  increasing  relative 
weights.) 

For  this  final  rule,  a  list  of  the  no¬ 
volume  MS-LTC-DRGs  and  the  MS- 
LTC-DRG  to  which  it  was  crosswalked 
(that  is,  the  crosswalked  MS-LTC-DRG) 
for  RY  2010  is  shown  in  the  chart 
below. 
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No- Volume  MS-LTC-DRG  Crosswalk  for  RY  2010— Continued 


MS-LTC-DRG  |  MS-LTC-DRG  description 


334  .  Rectal  resection  w/o  CC/MCC  . . . 

336  .  Peritoneal  adhesiolysis  w  CC . 

337  . ^ .  Peritoneal  adhesiolysis  w/o  CC/MCC  . 

339  . . . . . .  Appendectomy  w  complicated  principal  diag  w  CC . 

340  .  Appendectomy  w  complicated  principal  diag  w/o  CC/MCC  . . 

341  .  Appendectomy  w/o  complicated  principal  diag  w  MCC . . . 

342  .  Appendectomy  w/o  complicated  principal  diag  w  CC . 

343  .  Appendectomy  w/o  complicated  principal  diag  w/o  CC/MCC . 

345  .  Minor  small  &  large  bowel  procedures  w  CC  . 

346  . . .  Minor  small  &  large  bowel  procedures  w/o  CC/MCC  . . 

349  .  Anal  &  stomal  procedures  w/o  CC/MCC . 

351  .  Inguinal  &  femoral  hernia  procedures  w  CC . 

352  . . .  Inguinal  &  femoral  hernia  procedures  w/o  CC/MCC . 

355  . . .  Hernia  procedures  except  inguinal  &  femoral  w/o  CC/MCC  . . . 

358  .  Other  digestive  system  O.R.  procedures  w/o  CC/MCC . 

407  . . .  Pancreas,  liver  &  shunt  procedures  w/o  CC/MCC . . . ; . 

408  .  Biliary  tract  proc  except  only  cholecyst  w  or  w/o  c.d.e.  w  MCC . 

409  .  Biliary  tract  proc  except  only  cholecyst  w  or  w/o  c.d.e.  w  CC . 

410  . . .  Biliary  tract  proc  except  only  cholecyst  w  or  w/o  c.d.e.  w/o  CC/MCC  . 

41 1  .  Cholecystectomy  w  c.d.e.  w  MCC  . _ . „ . 

412  .  Cholecystectomy  w  c.d.e.  w  CC  . .' . . . 

413  . . .  Cholecystectomy  w  c.d.e.  w/o  CC/MCC  . 

415  .  Cholecystectomy  except  by  laparoscope  w/o  c.d.e.  w  CC . 

416  .  Cholecystectomy  except  by  laparoscope  w/o  c.d.e.  w/o  CC/MCC . 

419 .  Laparoscopic  cholecystectomy  w/o  c.d.e.  w/o  CC/MCC  . 

421  . . . |  Hepatobiliary  diagnostic  procedures  w  CC  . . 

422  .  Hepatobiliary  diagnostic  procedures  w/o  CC/MCC . 

425  . . . .  Other  hepatobiliary  or  pancreas  O.R.  procedures. w/o  CC/MCC . 

434  .  Cirrhosis  &  alcoholic  hepatitis  w/o  CC/MCC . 

455  .  Combined  anterior/posterior  spinal  fusion  w/o  CC/MCC  . 

458  . . .  Spinal  fusion  exc  cerv  w  spinal  curv,  malig  or  9+  fusions  w/o  CC/MCC  . 

460  .  Spinal  fusion  except  cervical  w/o  MCC . 

461  .  Bilateral  or  multiple  major  joint  procs  of  lower  extremity  w  MCC . 

462  . .  Bilateral  or  multiple  major  joint  procs  of  lower  extremity  w/o  MCC . 

468  . . .  Revision  of  hip  or  knee  replacement  w/o  CC/MCC  . 

473  .  Cervical  spinal  fusion  w/o  CC/MCC  . . 

482  . .  Hip'&  femur  procedures  except  major  joint  w/o  CC/MCC  . . . 

483  .  Major  joint  &  limb  reattachment  proc  of  upper  extremity  w  CC/MCC  

484  .  Major  joint  &  limb  reattachment  proc  of  upper  extremity  W/o  CC/MCC  ... 

489  . . .  Knee  procedures  w/o  pdx  of  infection  w/o  CC/MCC  . 

491  . . .  Back  &  neck  procedures  except  spinal  fusion  w/o  CC/MCC . ..... 

494  .  Lower  extrem  &  humer  proc  except  hip,  foot,  femur  w/o  CC/MCC . 

506  .  Major  thumb  or  joint  procedures  . 

508  .  Major  shoulder  or  elbow  joint  procedures  w/o  CC/MCC  . 

509  .  Arthroscopy . . . . . . . . 

512 .  Shoulder,  elbow  or  forearm  proc,  exc  major  joint  proc  w/o  CC/MCC  . 

533  .  Fractures  of  femur  w  MCC . . . 

538  . . .  Sprains,  strains,  &  dislocations  of.  hip,  pelvis  &  thigh  w/o  CC/MCC . 

583  . . .  Mastectomy  for  malignancy  w/o  CC/MCC  . . . 

585  . .  Breast  biopsy,  local  excision  &  other  breast  procedures  w/o  CC/MCC  .. 

599  .  Malignant  breast  disorders  w/o  CC/MCC . . . 

614  .  Adrenal  &  pituitary  procedures  w  CC/MCC  . 

615  .  Adrenal  &  pituitary  procedures  w/o  CC/MCC  . 

61 8 .  Amputat  of  lower  limb  for  endocrine,  nutrit,  &  metabol  dis  w/o  CC/MCC 

621  . . .  O.R.  procedures  for  obesity  w/o  CC/MCC . 

625  .  Thyroid,  parathyroid  &  thyroglossal  procedures  w  MCC  . 

626  .  Thyroid,  parathyroid  &  thyroglossal  procedures  w  CC  . 

627  .  Thyroid,  parathyroid  &  thyroglossal  procedures  w/o  CC/MCC  . 

630  . . .  Other  endocrine,  nutrit  &  metab  O.R.  proc  w/o  CC/MCC . 

653  .  Major  bladder  procedures  w  MCC  . 

654  . , .  Major  bladder  procedures  w  CC  . . . 

655  .  Major  bladder  procedures  w/o  CC/MCC  . . . 

657  .  Kidney  &  ureter  procedures  forneoplasm  w  CC  . 

658  .  Kidney  &  ureter  procedures  for  neoplasm  w/o  CC/MCC . ... 

661  . : .  Kidney  &  ureter  procedures  for  non-neoplasm  w/o  CC/MCC . 

664  . . .  Minor  bladder  procedures  w/o  CC/MCC  . 

665  .  Prostatectomy  w  MCC . . . 

670  . .  Transurethral  procedures  w/o  CC/MCC . . . 

672  .  Urethral  procedures  w/o  CC/MCC  . . 

688  . . .  Kidney  &  urinary  tract  neoplasms  w/o  CC/MCC . . 

692  .  Urinary  stones  w  esw  lithotripsy  w/o  CC/MCC  . 


Crosswalked 

MS-LTC-DRG 

357 

335 

335 

372 

373 

371 

372 

373 
344 
344 
348 
350 
350 
354 
357 
406 
424 
424 
424 
418 
418 
418 
418 
418 
418 
424 
424 
424 
433 
457 
457 
459 
480 
480 
480 
472 
480 
480 
480 
488 
490 
493 
514 
507 
505 
511 
480 
537 
582 
584 
598 
629 
629 
617 
620 
628 
629 
629 
629 
660 
660 
660 
656 
656 
660 
663 
669 
669 
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694 
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No-Volume  MS-LTC-DRG  Crosswalk  for  RY  2010— Continued 


MS-LTC-DRG 

MS-LTC-DRG  description 

Crosswalked 

MS-LTC-DRG 

707  .  1 

Major  male  pelvic  procedures  w  CC/MCC . 

660 

708  . 

Major  male  pelvic  procedures  w/o  CC/MCC . 

660 

710  . 

Penis  procedures  w/o  CC/MCC  . 

709 

712  . 

Testes  procedures  w/o  CC/MCC  . 

711 

714  . 

Transurethral  prostatectomy  w/o  CC/MCC  . 

669 

715  . 

Other  male  reproductive  system  O.R.  proc  tor  malignancy  w  CC/MCC  . 

717 

716  . 

Other  male  reproductive  system  O.R.  proc  for  malignancy  w/o  CC/MCC  . 

717 

718  . 

Other  male  reproductive  system  O.R.  proc  exc  malignancy  w/o  CC/MCC . 

717 

724  . 

Malignancy,  male  reproductive  system  w/o  CC/MCC . 

722 

734  . 

Pelvic  evisceration,  rad  hysterectomy  &  rad  vulvectomy  w  CC/MCC  . 

717 

735  . 

Pelvic  evisceration,  rad  hysterectomy  &  rad  vulvectomy  w/o  CC/MCC  . 

717 

736  . 

Uterine  &  adnexa  proc  for  ovarian  or  adnexal  malignancy  w  MCC  . 

754 

737  . 

Uterine  &  adnexa  proc  for  ovarian  or  adnexal  malignancy  w  CC  . 

755 

738  . 

Uterine  &  adnexa  proc  for  ovarian  or  adnexal  malignancy  w/o  CC/MCC  . 

755 

739  . 

Uterine,  adnexa  proc  for  non-ovarian/adnexal  malig  w  MCC  . 

628 

740  . 

Uterine,  adnexa  proc  for  non-ovarian/adnexal  malig  w  CC . . 

755 

741  . 

Uterine,  adnexa  proc  for  non-ovarian/adnexal  malig  w/o  CC/MCC . 

755 

742  . 

Uterine  &  adnexa  proc  for  non-malignancy  w  CC/MCC  . 

755 

743  . 

Uterine  &  adnexa  proc  for  non-malignancy  w/o  CC/MCC  . 

755 

744  . 

D&C,  conization,  laparascopy  &  tubal  interruption  w  CC/MCC  . 

749 

745  . . 

D&C,  conization,  laparascopy  &  tubal  interruption  w/o  CC/MCC  . 

749 

748  . 

Female  reproductive  system  reconstructive  procedures  . 

749 

750  . 

Other  female  reproductive  system  O.R.  procedures  w/o  CC/MCC  . 

749 

756  . 

Malignancy,  female  reproductive  system  w/o  CC/MCC . 

755 

761  . 

Menstrual  &  other  female  reproductive  system  disorders  w/o  CC/MCC  . 

760 

765  . 

Cesarean  section  w  CC/MCC  . 

629 

766  . 

Cesarean  section  w/o  CC/MCC  . 

629 

767  . 

Vaginal  delivery  w  sterilization  &/or  D&C . 

629 

768  . 

Vaginal  delivery  w  O.R.  proc  except  steril  &/or  D&C  . 

629 

769  . 

Postpartum  &  post  abortion  diagnoses  w  O.R.  procedure  . 

629 

770  . 

Abortion  w  D&C,  aspiration  curettage  or  hysterotomy . 

629 

774  . 

i  Vaginal  delivery  w  complicating  diagnoses . 

629 

775  . 

Vaginal  delivery  w/o  complicating  diagnoses . 

629 

777  . 

Ectopic  pregnancy  . . . 

629 

778  . 

Threatened  abortion  . 

759 

779  . 

Abortion  w/o  D&C . .• . . 

759 

780  . 

False  labor . . . . 

759 

782  . 

Other  antepartum  diagnoses  w/0  medical  complications  . 

781 

789  . 

Neonates,  died  or  transferred  to  another  acute  care  facility  . 

781 

790  . 

Extreme  immaturity  or  respiratory  distress  syndrome,  neonate  . 

781 

791  . 

Prematurity  w  major  problems  . 

781 

792  . 

Prematurity  w/o  major  problems  . 

781 

793  . 

Full  term  neonate  w  major  problems  . 

781 

794  . 

Neonate  w  other  significant  problems . 

781 

795  . 

Normal  newborn  ..r. . 

781 

799  . 

1  Splenectomy  w  MCC . 

800 

801  . 

:  Splenectomy  w/o  CC/MCC . 

800 

804  . 

Other  O.R.  proc  of  the  blood  &  blood  forming  organs  w/o  CC/MCC  . 

803 

810  . 

Major  hematol/immun  diag  exc  sickle  cell  crisis  &  coagul  w/o  CC/MCC  . 

812 

820  . 

Lymphoma  &  leukemia  w  major  O.R.  procedure  w  MCC . 

823 

822  . 

Lymphoma  &  leukemia  w  major  O.R.  procedure  w/o  CC/MCC  . 

821 

825  . 

Lymphoma  &  non-acute  leukemia  w  other  O.R.  proc  w/o  CC/MCC  . 

824 

826  . 

Myeloprolif  disord  or  poorly  diff  neopl  w  maj  O.R.  proc  w  MCC  . 

827 

828  . 

Myeloprolif  disord  or  poorly  diff  neopl  w  maj  O.R.  proc  w/o  CC/MCC  . 

827 

830  . 

Myeloprolif  disord  or  poorly  diff  neopl  w  other  O.R.  proc  w/o  CC/MCC . 

829 

836  . 

Acute  leukemia  w/o  major  O.R.  procedure  w/o  CC/MCC . 

835 

838  . 

Chemo  w  acute  leukemia  as  sdx  or  w  high  dose  chemo  agent  w  CC  . 

837 

839  . 

Chemo  w  acute  leukemia  as  sdx  or  w  high  dose  chemo  agent  w/o  CC/MCC  . 

837 

845  . 

Other  myeloprolif  dis  or  poorly  diff  neopl  diag  w/o  CC/MCC . 

844 

887  . 

Other  mental  disorder  diagnoses  . 

881 

915 . . 

Allergic  reactions  w  MCC  . 

918 

916  . 

Allergic  reactions  w/o  MCC  . 

918 

929  . 

Full  thickness  burn  w  skin  graft  or  inhal  inj  w/o  CC/MCC  . 

934 

Craniotomy  for  multiple  significant  trauma . 

26 

V  ^  . 

956  . 

Limb  reattachment,  hip  &  femur  proc  for  multiple  significant  trauma  . 

480 

959  . 

Other  O.R.  procedures  for  multiple  significant  trauma  w/o  CC/MCC  . 

958 

43964 


Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


To  illustrate  this  methodology  for 
determining  the  relative  weights  for  the 
RY  2010  MS-LTC-DRGs  with  no  LTCH 
cases,  we  are  providing  the  following 
example,  which  refers  to  the  no-volume 
MS-LTC-DRGs  crosswalk  information 
for  RY  2010  provided  in  the  chart  above. 

Example:  There  were  no  cases  in  the 
FY  2008  MedPAR  file  used  for  this  final 
rule  for  MS-LTC-DRG  61  (Acute 
Ischemic  Stroke  with  Use  of 
Thrombolytic  Agent  with  MCC)  We  # 
determined  that  MS-LTC-DRG  70 
(Nonspecific  Cebrovascular  Disorders 
with  MCC)  was  similar  clinically  and 
based  on  resource  use  to  MS-LTC-DRG 
61.  Therefore,  we  assigned  the  same 
relative  weight  of  MS-LTC-DRG  70  of 
0.8439  for  RY  2010  to  MS-LTC-DRG  61 
(we  refer  readers  to  Table  11  of  the 
Addendum  to  this  final  rule). 

Furthermore,  for  RY  2010,  consistent 
with  our  historical  relative  weight 
methodology,  we  established  MS-LTC- 
DRG  relative  weights  of  0.0000  for  the 
following  transplant  MS-LTC-DRGs: 
Heart  Transplant  or  Implant  of  Heart 
Assist  System  with  MCC  (MS-LTC-DRG 
1);  Heart  Transplant  or  Implant  of  Heart 
Assist  System  without  MCC  (MS-LTC- 
DRG  2);  Liver  Transplant  with  MCC  or 
Intestinal  Transplant  (MS-LTC-DRG  5); 
Liver  Transplant  without  MCC  (MS- 
LTC-DRG  6);  Lung  Transplant  (MS- 
LTC-DRG  7);  Simultaneous  Pancreas/ 
Kidney  Transplant  (MS-LTC-DRG  8); 
Pancreas  Transplant  (MS-LTC-DRG  10); 
and  Kidney  Transplant  (MS-LTC-DRG 
652).  This  is  because  Medicare  will  only 
cover  these  procedures  if  they  are 
performed  at  a  hospital  that  has  been 
certified  for  the  specific  procedures  by 
Medicare  and  presently  no  LTCH  has 
been  so  certified.  Based  on  our  research, 
we  found  that  most  LTCHs  only  perform 
minor  surgeries,  such  as  minor  small 
and  large  bowel  procedures,  to  the 
extent  any  surgeries  are  performed  at 
all.  Given  the  extensive  criteria  that 
must  be  met  to  become  certified  as  a 
transplant  center  for  Medicare,  we 
believe  it  is  unlikely  that  any  LTCHs 
will  become  certified  as  a  transplant 
center.  In  fact,  in  the  more  than  20  years 
since  the  implementation  of  the  IPPS, 
there  has  never  been  a  LTCH  that  even 
expressed  an  interest  in  becoming  a 
transplant  center. 

If,  in  the  future,  a  LTCH  applies  for 
certification  as  a  Medicare-approved 
transplant  center,  we  believe  that  the 
application  and  approval  procedure 
would  allow  sufficient  time  for  us  to 
determine  appropriate  weights  for  the 
MS-LTC-DRGs  affected.  At  the  present 
time,  we  only  include  these  eight 
transplant  MS-LTC-DRGs  in  the 
GROUPER  program  for  administrative 
purposes  only.  Because  we  use  the  same 


GROUPER  program  for  LTCHs  as  is  used 
under  the  IPPS,  removing  these  MS- 
LTC-DRGs  would  be  administratively 
burdensome.  Again,  we  note  that,  as  this 
system  is  dynamic,  it  is  entirely  possible 
that  the  number  of  MS-LTC-DRGs  with 
no  volume  of  LTCH  cases  based  on  the 
system  will  vary  in  the  future.  We  used 
the  most  recent,  available  claims  data  in 
the  MedPAR  file  to  identify  no-volume 
MS-LTC-DRGs  and  to  determine  the 
relative  weights  in  this  final  rule. 

Step  6 — Adjust  the  RY  2010  MS- 
LTC-DRG  relative  weights  to  account 
for  nonmonotonically  increasing 
relative  weights. 

As  discussed  above  in  this  section, 
the  MS-DRGs  (used  under  the  IPPS)  and 
the  MS-LTC-DRGs  (used  under  the 
LTCH  PPS)  provide  a  significant 
improvement  in  the  DRG  system’s 
recognition  of  severity  of  illness  and 
resource  usage.  The  MS-DRGs  contain 
base  DRGs  that  have  been  subdivided 
into  one,  two,  or  three  severity  levels. 
Where  there  are  three  severity  levels, 
the  most  severe  level  has  at  least  one 
code  that  is  referred  to  as  an  MCC  (that 
is,  major  complication  or  comorbidity). 
The  next  lower  severity  level  contains 
cases  with  at  least  one  code  that  is  a  CC 
(that  is,  complication  or  comorbidity). 
Those  cases  without  an  MCC  or  a  CC  are 
referred  to  as  “without  CC/MCC.”  When 
data  do  not  support  the  creation  of  three 
severity  levels,  the  base  DRG  is 
subdivided  into  either  two  levels  or  the 
base  DRG  is  not  subdivided.  The  two- 
level  subdivisions  could  consist  of  the 
with  CC/MCC  and  the  without  CC/MCC. 
Alternatively,  the  other  type  of  two- 
level  subdivision  may  consist  of  the 
MCC  and  without  MCC. 

In  those  base  MS-LTC-DRGs  that  are 
split  into  either  two  or  three  severity 
levels,  cases  classified  into  the  “without 
CC/MCC”  MS-LTC-DRG  are  expected 
to  have  a  lower  resource  use  (and  lower 
costs)  than  the  “with  CC/MCC”  MS- 
LTC-DRG  (in  the  case  of  a  two-level 
split)  or  both  the  “with  CC”  and  the 
“with  MCC”  MS-LTC-DRGs  (in  the 
case  of  a  three-level  split).  That  is, 
theoretically,  cases  that  are  more  severe 
typically  require  greater  expenditure  of 
medical  care  resources  and  will  result  in 
higher  average  charges.  Therefore,  in  the 
three  severity  levels,  relative  weights 
should  increase  by  severity,  from  lowest 
to  highest.  If  the  relative  weights 
decrease  as  severity  decreased  (that  is, 
if  within  a  base  MS-LTC-DRG,  an  MS- 
LTC-DRG  with  CC  has  a  higher  relative 
weight  than  one  with  MCC,  or  the  MS- 
LTC-DRG  without  CC/MCC  has  a  higher 
relative  weight  than  either  of  the 
others),  they- are  nonmonotonic.  We 
continue  to  believe  that  utilizing 
nonmonotonic  relative  weights  to  adjust 


Medicare  payments  would  result  in 
inappropriate  payments  because  the 
payment  for  the  cases  in  the  higher 
severity  level  in  a  base  MS-LTC-DRG 
(which  are  generally  expected  to  have 
higher  resource  use  and  costs)  would  be 
lower  than  the  payment  for  cases  in  a 
lower  severity  level  within  the  same 
base  MS-LTC-DRG  (which  are  generally 
expected  to  have  lower  resource  use  and 
costs).  Consequently,  in  general, 
consistent  with  our  historical 
methodology,  we  combined  MS-LTC- 
DRG  severity  levels  within  a  base  MS- 
LTC-DRG  for  the  purpose  of  computing 
a  relative  weight  when  necessary  to 
ensure  that  monotonicity  was 
maintained.  Specifically,  in  determining 
the  RY  2010  MS-LTC-DRG  relative 
weights  in  this  final  rule,  we  used  the 
same  methodology  to  adjust  for 
nonmonotonicity  tfiat  we  used  to 
determine  the  RY  2009  MS-LTC-DRG 
relative  weights  in  the  FY  2009  IPPS 
final  rule  (73  FR  48549  through  48550). 
In  determining  the  RY  2010  MS-LTC- 
DRG  relative  weights  in  this  final  rule, 
under  each  of  the  example  scenarios 
provided  below,  we  combined  severity 
levels  within  a  base  MS-LTC-DRG  as 
follows: 

The  first  example  of 
nonmonotonically  increasing  relative 
weights  for  an  MS-LTC-DRG  pertains  to 
a  base  MS-LTC-DRG  with  a  three-level 
split  and  each  of  the  three  levels  has  25 
or  more  LTCH  cases  and,  therefore, 
none  of  those  MS-LTC-DRGs  were 
assigned  to  one  of  the  five  low-volume 
quintiles.  In  this  final  rule,  if 
nonmonotonicity  was  detected  in  the 
relative  weights  of  the  MS-LTC-DRGs 
in  adjacent  severity  levels  (for  example, 
the  relative  weight  of  the  “with  MCC” 
(the  highest  severity  level)  was  less  than 
the  “with  CC”  (the  middle  level),  or  the 
relative  weight  “with  CC”  was  less  than 
the  “without  CC/MCC”  (lowest  severity 
level)),  we  combined  the  nonmonotonic 
adjacent  MS-LTC-DRGs  and 
redetermined  a  relative  weight  based  on 
the  case-weighted  average  of  the 
combined  LTCH  cases  of  the 
nonmonotonic  MS-LTC-DRGs.  The 
case-weighted  average  charge  was 
calculated  by  dividing  the  total  charges 
for  all  LTCH  cases  in  both  severity 
levels  by  the  total  number  of  LTCH 
cases  for  both  MS-LTC-DRGs.  The  same 
relative  weight  was  assigned  to  both 
affected  levels  of  the  base  MS-LTC- 
DRG.  If  nonmonotonicity  remained  an 
issue  because  the  above  process  resulted 
in  a  relative  weight  that  was  still 
nonmonotonic  to  the  relative  weight  of 
the  remaining  MS-LTC-DRG  within  the 
base  MS-LTC-DRG,  we  combined  all 
three  of  the  severity  levels  to 
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redetermine  the  relative  weights  based 
on  the  case-weighted  average  charge  of 
the  combined  severity  levels.  This  same 
relative  weight  was  then  assigned  to 
each  of  the  MS-LTC-DRGs  in  that  base 
MS-LTC-DRG. 

A  second  example  of 
nonmonotonically  increasing  relative 
weights  for  a  base  MS-LTC-DRG 
pertains  to  the  situation  where  there  are 
three  severity  levels  and  one  or  more  of 
the  severity  levels  within  a  base  MS- 
LTC-DRG  has  less  than  25  LTCH  cases 
(that  is,  low  volume).  If 
nonmonotonicity  occurred  in  the  case 
where  either  the  highest  or  lowest 
severity  level  (“with  MCC”  or  “without 
CC/MCC”)  had  25  LTCH  cases  or  more 
and  the  other  two  severity  levels  were 
low  volume  (and,  therefore,  the  other 
two  severity  levels  were  otherwise 
assigned  the  relative  weight  of  the 
applicable  low-volume  quintile(s)),  we 
combined  the  data  for  the  cases  in  the 
two  adjacent  low-volume  MS-LTC- 
DRGs  for  the  purpose  of  determining  a 
relative  weight.  If  the  combination 
resulted  in  at  least  25  cases,  we 
redetermined  one  relative  weight  based 
on  the  case- weighted  average  charge  of 
the  combined  severity  levels  and 
assigned  this  same  relative  weight  to 
each  of  the  severity  levels.  If  the 
combination  resulted  in  less  than  25 
cases,  based  on  the  case-weighted 
average  charge  of  the  combined  low- 
volume  MS-LTC-DRGs,  both  MS-LTC- 
DRGs  were  assigned  to  the  appropriate 
low-volume  quintile  (discussed  above  in 
section  VIII.B.3.e.  of  this  preamble) 
based  on  the  case-weighted  average 
charge  of  the  combined  low-volume 
MS-LTC-DRGs.  Then  the  relative 
weight  of  the  affected  low-volume 
quintile  was  redetermined  and  that 
relative  weight  was  assigned  to  each  of 
the  affected  severity  levels  (and  all  of 
the  MS-LTC-DRGs  in  the  affected  low- 
volume  quintile).  If  nonmonotonicity, 
persisted,  we  combined  all  three 
severity  levels  and  redetermined  one 
relative  weight  based  on  the  case- 
weighted  average  charge  of  the 
combined  severity  levels  and  this  same 
relative  weight  was  assigned  to  each  of 
the  three  levels  within  that  base  MS- 
LTC-DRG. 

Similarly,  in  nonmonotonic  cases 
where  the  middle  level  had  25  cases  or 
more  but  either  or  both  of  the  lowest  or 
highest  severity  level  had  less  than  25 
cases  (that  is,  low  volume),  we 
combined  the  nonmonotonic  low- 
volume  MS-LTC-DRG  with  the  middle 
severity-level  MS-LTC-DRG  (the  “with 
CC”)  of  the  base  MS-LTC-DRG.  We 
redetermined  one  relative  weight  based 
on  the  case-weighted  average  charge  of 
the  combined  severity  levels,  and 


assigned  this  same  relative  weight  to 
each  of  the  affected  MS-LTC-DRGs.  If 
nonmonotonicity  persisted,  we 
combined  all  three  levels  for  the 
purpose  of  redetermining  a  relative 
weight  based  on  the  case-weighted 
average  charge  of  the  combined  severity 
levels,  and  assigned  that  relative  weight 
to  each  of  the  three  severity  levels 
within  the  base  MS-LTC-DRG. 

In  the  case  where  all  three  severity 
levels  in  the  base-MS-LTC-DRGs  were 
low-volume  MS-LTC-DRGs  and  two  of 
the  severity  levels  were  nonmonotonic 
in  relation  to  each  other,  we  combined 
the  two  adjacent  nonmonotonic  severity 
levels.  If  that  combination  resulted  in 
less  than  25  cases,  both  low-volume 
MS-LTC-DRGs  were  assigned  to  the 
appropriate  low-volume  quintile 
(discussed  above  in  section  VIII.B.3.e.  of 
this  preamble)  based  on  the  case- 
weighted  average  charge  of  the 
combined  low-volume  MS-LTC-DRGs. 
Then  the  relative  weight  of  the  affected 
low-volume  quintile  was  redetermined, 
and  that  relative  weight  was  assigned  to 
each  of  the  affected  severity  levels  (and 
all  of  the  MS-LTC-DRGs  in  the  affected 
low-volume  quintile).  If  the 
nonmonotonicity  persisted,  we 
combined  all  three  levels  of  that  base 
MS-LTC-DRG  for  the  purpose  of 
redetermining  a  relative  weight  based 
on  the  case-weighted  average  charge  of 
the  combined  severity  levels,  and 
assigned  that  relative  weight  to  each  of 
the  three  severity  levels.  If  that 
combination  of  all  three  severity  levels 
resulted  in  less  than  25  cases,  we 
assigned  that  “combined”  base  MS- 
LTC-DRG  to  the  appropriate  low- 
volume  quintile  based  on  the  case- 
weighted  average  charge  of  the 
combined  low-volume  MS-LTC-DRGs. 
Then  the  relative  weight  of  the  affected 
low-volume  quintile  was  redetermined, 
and  that  relative  weight  was  assigned  to 
each  of  the  affected  severity  levels  (and 
all  of  the  MS-LTC-DRGs  in  the  affected 
low-volume  quintile).  If  the 
combination  of  all  three  severity  levels 
resulted  in  25  or  more  cases,  we 
redetermined  one  relative  weight  based 
on  the  case-weighted  average  charge  of 
the  combined  severity  levels,  and 
assigned  this  same  relative  weight  to  all 
three  of  the  severity  levels  within  the 
base  MS-LTC-DRG. 

Similarly,  in  the  case  where  all  three 
severity  levels  in  the  base  MS-LTC- 
DRGs  were  low-volume  MS-LTC-DRGs 
and  two  of  the  severity  levels  were 
nonmonotonic  in  relation  to  each  other, 
we  combined  the  two  adjacent 
nonmonotonic  severity  levels.  If  the 
combination  resulted  in  at  least  25 
cases,  we  then  redetermined  one 
relative  weight  based  on  the  case- 


weighted  average  charge  of  the 
combined  severity  levels,  and  assigned 
this  same  relative  weight  to  both  of  the 
affected  adjacent  severity  levels  within 
the  base  MS-LTC-DRG.  If  the 
nonmonotonicity  persisted,  we 
combined  all  three  levels  of  that  base 
MS-LTC-DRG  for  the  purpose  of 
redetermining  a  relative  weight  based 
on  the  case-weighted  average  charge  of 
the  combined  severity  levels,  and 
assigned  that  relative  weight  to  each  of 
the  three  severity  levels  within  the  base 
MS-LTC-DRG. 

Another  example  of  nonmonotonicity 
involved  a  base  MS-LTC-DRG  with 
three  severity  levels  where  at  least  one 
of  the  severity  levels  had  no  LTCH 
cases.  As  discussed  above  in  Step  5,  we 
crosswalked  a  no-volume  MS-LTC-DRG 
to  an  MS-LTC-DRG  that  had  at  least 
one  case  based  on  resource  use  intensity 
and  clinical  similarity.  The  no-volume 
MS-LTC-DRG  was  assigned  the  same 
relative  weight  as  the  MS-LTC-DRG  to 
which  it  was  crosswalked.  For  many  no¬ 
volume  MS-LTC-DRGs,  as  shown  in  the 
chart  above  in  Step  5,  the  application  of 
our  methodology  resulted  in  a 
crosswalked  MS-LTC-DRG  that  was  the 
adjacent  severity  level  in  the  same  base 
MS-LTC-DRG.  Consequently,  in  most 
instances,  the  no-volume  MS-LTC-DRG 
and  the  adjacent  MS-LTC-DRG  to 
which  it  was  crosswalked  did  not  result 
in  nonmonotonicity  because  both  of 
these  severity  levels  would  have  the 
same  relative  weight.  (In  this  final  rule, 
under  our  methodology  for  the 
treatment  of  no-volume  MS-LTC-DRGs, 
in  the  case  where  the  no-volume  MS- 
LTC-DRG  was  either  the  highest  or 
lowest  severity  level,  the  crosswalked 
MS-LTC-DRG  was  typically  the  middle 
level  (“with  CC”)  within  the  same  base 
MS-LTC-DRG,  and,  therefore,  the  no-  • 
volume  MS-LTC-DRG  (either  the  “with 
MCC”  or  the  “without  CC/MCC”)  and 
the  crosswalked  MS-LTC-DRG  (the 
“with  CC”)  have  the  same  relative 
weight.  Consequently,  no  adjustment  for 
monotonicity  was  necessary.)  However, 
if  our  methodology  for  determining 
relative  weights  for  no-volume  MS- 
LTC-DRGs  resulted  in  nonmonotonicity 
with  the  third  severity  level  in  the  base 
MS-LTC-DRG,  all  three  severity  levels 
were  combined  in  order  to  redetermine 
one  relative  weight  based  on  the, case- 
weighted  average  charge  of  the 
combined  severity  levels.  This  same 
relative  weight  was  assigned  to  each  of 
the  three  severity  levels  in  the  base  MS- 
LTC-DRG. 

Thus  far  in  the  discussion,  we  have 
presented  examples  of  nonmonotonicity 
in  a  base  MS-LTC-DRG  that  has  three 
severity  levels.  Under  our  methodology 
for  the  treatment  of  nonmonotonicity, 
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we  applied  the  same  process  where  the 
base  MS-LTC-DRG  contained  only  two 
severity  levels.  For  example,  if 
nonmonotonicity  occurred  in  a  base 
MS-LTC-DRG  with  two  severity  levels 
(that  is,  the  relative  weight  of  the  higher 
severity  level  was  less  than  the  lower 
severity  level),  where  both  of  the  MS- 
LTC-DRGs  had  at  least  25  cases  or 
where  one  or  both  of  the  MS-LTC-DRGs 
were  low  volume  (that  is,  less  than  25 
cases),  we  combined  the  two  MS-LTC- 
DRGs  of  that  base  MS-LTC-DRG  for  the 
purpose  of  redetermining  a  relative 
weight  based  on  the  combined  case- 
weighted  average  charge  for  both 
severity  levels.  This  same  relative 
weight  was  assigned  to  each  of  the  two 
severity  levels  in  the  base  MS-LTC- 
DRG.  Specifically,  if  the  combination  of 
the  two  severity  levels  resulted  in  at 
least  25  cases,  we  redetermined  one 
relative  weight  based  on  the  case- 
weighted  average  charge,  and  assigned 
that  relative  weight  to  each  of  the  two 
MS-LTC-DRGs.  If  the  combination 
resulted  in  less  than  25  cases,  we 
assigned  both  MS-LTC-DRGs  to  the 
appropriate  low-volume  quintile 
(discussed  above  in  section  VIII.B.3.e.  of 
this  preamble)  based  on  their  combined 
case-weighted  average  charge.  Then  the 
relative  weight  of  the  affected  low- 
volume  quintile  was  redetermined,  and 
that  relative  weight  was  assigned  to 
each  of  the  two  severity  levels  within 
the  base  MS-LTC-DRG  (and  all  of  the 
MS-LTC-DRGs  in  the  affected  low- 
volume  quintile). 

Step  7 — Calculate  the  RY  2010  budget 
neutrality  factor. 

As  we  established  in  the  RY  2008 
LTCH  PPS  final  rule  (72  FR  26882), 
under  the  broad  authority  conferred 
upon  the  Secretary  under  section  123  of 
Public  Law  106-113,  as  amended  by 
section  307(b)  of  Public  Law  106-554,  to 
develop  the  LTCH  PPS,  beginning  with 
the  MS-LTC-DRG  update  for  FY  2008, 
the  annual  update  to  the  MS-LTC-DRG 
classifications  and  relative  weights  is 
done  in  a  budget  neutral  manner  such 
that  estimated  aggregate  LTCH  PPS 
payments  would  be  unaffected,  that  is, 
would  be  neither  greater  than  nor  less 
than  the  estimated  aggregate  LTCH  PPS 
payments  that  would  have  been  made 
without  the  MS-LTC-DRG  classification 
and  relative  weight  changes. 

Specifically,  in  that  same  final  rule,  we 
established  a  requirement  under 
§  412.517(b)  that  the  annual  update  to 
the  MS-LTC-DRG  classifications  and 
relative  weights  be  done  in  a  budget 
neutral  manner.  (For  a  detailed 
discussion  on  the  establishment  of  the 
budget  neutrality  requirement  to  update 
the  MS-LTC-DRG  classifications  and 
relative  weights,  we  refer  readers  to  the 


RY  2008  LTCH  PPS  final  rule  (72  FR 
26880  through  26884).)  The  MS-LTC- 
DRG  classifications  and  relative  weights 
are  updated  annually  based  on  the.  most 
recent  available  LTCH  claims  data  to 
reflect  changes  in  relative  LTCH 
resource  use.  Under  the  budget 
neutrality  requirement,  for  each  annual 
update,  the  MS-LTC-DRG  relative 
weights  are  uniformly  adjusted  to 
ensure  that  estimated  aggregate 
payments  under  the  LTCH  PPS  would 
not  be  affected  (that.is,  decreased  or 
increased).  Consistent  with  that 
provision,  we  updated  the  MS-LTC- 
DRG  classifications  and  relative  weights 
for  RY  2010  based  on  the  most  recent 
available  LTCH  data,  and  included  a 
budget  neutrality  adjustment  that  was 
applied  in  determining  the  RY  2010 
MS-LTC-DRG  relative  weights. 

To  ensure  budget  neutrality  in  the 
update  to  the  MS-LTC-DRG 
classifications  and  relative  weights 
under  §  412.517(b),  consistent  with  the 
budget  neutrality  methodology  we 
established  in  the  FY  2008  IPPS  final 
rule  with  comment  period  (72  FR  47295 
through  47296),  in  determining  the 
budget  neutrality  adjustment  for  RY 
2010  in  this  final  rule,  as  we  proposed, 
we  used  a  method  that  is  similar  to  the 
methodology  used  under  the  IPPS. 
Specifically,  for  RY  2010,  after 
recalibrating  the  MS-LTC-DRG  relative 
weights  as  we  do  under  the 
methodology  as  described  in  detail  in 
Steps  1  through  6  above,  we  calculated 
and  applied  a  normalization  factor  to 
those  recalibrated  relative  weights  to 
ensure  that  estimated  payments  were 
not  influenced  by  changes  in  the 
composition  of  case  types  or  the 
changes  to  the  classification  system. 

That  is,  the  normalization  adjustment  is 
intended  to  ensure  that  the  recalibration 
of  the  MS-LTC-DRG  relative  weights 
(that  is,  the  process  itself)  neither 
increases  nor  decreases  the  average  CMI. 

To  calculate  the  normalization  factor 
for  RY  2010,  we  used  the  following 
steps:  (1)  We  used  the  most  recent 
available  LTCH  claims  data  (FY  2008) 
and  grouped  them  using  the  RY  2010 
GROUPER  (Version  27.0)  and  the  RY 
2010  MS-LTC-DRG  relative  weights 
(determined  above  in  Steps  1  through  6 
above)  to  calculate  the  average  CMI;  (2) 
we  grouped  the  same  LTCH  claims  data 
(FY  2008)  using  the  FY  2009  GROUPER 
(Version  26.0)  and  FY  2009  MS-LTC- 
DRG  relative  weights  (presented  in 
Table  11  of  the  interim  final  rule  with 
comment' period  published  on  June  3, 
2009  in  the  Federal  Register  (74  FR 
26550  through  26569))  and  calculated 
the  average  CMI;  and  (3)  we  computed 
the  ratio  of  these  average  CMIs  by 
dividing  the  average  CMI  for  FY  2009 


(determined  in  Step  2)  by  the  average 
CMI  for  RY  2010  (determined  in  Step  1). 
In  determining  the  MS-LTC-DRG 
relative  weights  for  RY  2010,  each 
recalibrated  MS-LTC-DRG  relative 
weight  is  multiplied  by  1.07341  in  the 
first  step  of  the  budget  neutrality 
methodology,  which  produces 
“normalized  relative  weights.” 

In  the  second  step  of  the  proposed  RY 
2010  budget  neutrality  methodology,  we 
determined  a  budget  neutrality  factor  to 
ensure  that  estimated  aggregate  LTCH 
PPS  payments  (based  on  the  most  recent 
available  LTCH  claims  data)  after 
reclassification  and  recalibration  (the 
RY  2010  MS-LTC-DRG  classifications 
and  relative  weights)  are  equal  to 
estimated  aggregate  LTCH  PPS 
payments  (for  the  same  most  recent 
available  LTCH  claims  data)  before 
reclassification  and  recalibration  (the 
RY  2009  MS-LTC-DRG  classifications 
and  relative  weights).  Therefore,  similar 
to  the  methodology  used  to  determine 
the  IPPS  DRG  reclassification  and 
recalibration  budget  neutrality  factor 
discussed  in  section  II.A.4.a.  of  the 
Addendum  to  this  final  rule,  we  used 
FY  2008  discharge  data  to  simulate 
payments  and  compared  estimated 
aggregate  LTCH  PPS  payments  using  the 
FY  2009  MS-LTC-DRGs  and  relative 
weights  to  estimate  aggregate  LTCH  PPS 
payments  using  the  RY  2010  MS-LTC- 
DRGs  and  relative  weights.  Consistent 
with  our  historical  policy  of  using  the 
best  available  data,  we  used  the  most 
recently  available  claims  data  (that  is, 
LTCH  claims  data  from  the  March  2009 
update  of  the  FY  2008  MedPAR  file)  for 
determining  the  budget  neutrality 
adjustment  factor  in  this  final  rule. 

Specifically,  we  determined  the  RY 
2010  budget  neutrality  adjustment  factor 
in  this  final  rule  using  the  following 
steps:  (1)  We  simulated  estimated  total 
LTCH  PPS  payments  using  the 
normalized  relative  weights  for  RY  2010 
and  GROUPER  Version  27.0  (as 
described  above  in  this  section);  (2)  we 
simulated  estimated  total  LTCH  PPS 
payments  using  the  FY  2009  GROUPER 
(Version  26.0)  and  the  revised  FY  2009 
MS-LTC-DRG  relative  weights  shown 
in  Table  11  of  the  June  3,  2009  interim 
final  rule  with  comment  period  (74  FR 
26550  through  26569));  and  (3)  we 
calculated  the  ratio  of  these  estimated 
total  LTCH  PPS  payments  by  dividing 
the  estimated  total  LTCH  PPS  payments 
using  the  FY  2009  GROUPER  (Vefsion 
26.0)  and  the  revised  FY  2009  MS-LTC- 
DRG  relative  weights  (determined  in 
Step  2)  by  the  estimated  total  LTCH  PPS 
payments  using  the  RY  2010  GROUPER 
(Version  27.0)  and  the  normalized  MS- 
LTC-DRG  relative  weights  for  RY  2010 
(determined  in  Step  1).  In  determining 
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the  final  RY  2010  MS-LTC-DRG 
relative  weights,  each  normalized 
relative  weight  was  multiplied  by  a 
budget  neutrality  factor  of  0.9940041  in  - 
the  second  step  of  the  budget  neutrality 
methodology  to  determine  the  final 
budget  neutral  RY  2010  relative  weight 
for  each  MS-LTC-DRG. 

Accordingly,  in  determining  the  RY 
2010  MS-LTC-DRG  relative  weights  in 
this  final  rule,  we  applied  a 
normalization  factor  of  1.07341  and  a 
budget  neutrality  factor  of  0.9940041,  as 
described  above.  The  final  RY  2010  MS- 
LTC-DRG  relative  weights  in  Table  11 
in  the  Addendum  to  this  final  rule 
reflect  both  the  normalization  factor  of 
1.07341  and  the  budget  neutrality  factor 
of  0.9940041.  Table  11  in  the 
Addendum  to  this  final  rule  lists  the 
MS-LTC-DRGs  and  their  respective 
relative  weights,  geometric  mean  length 
of  stay,  and  five-sixths  of  the  geometric 
mean  length  of  stay  (used  in 
determining  SSO  payments  under 
§412.529)  for  RY  2010. 

C.  Changes  to  the  LTCH  Payment  Rates 
and  Other  Changes  to  the  RY  2010 
LTCHPPS 

1.  Overview  of  Development  of  the 
LTCH  Payment  Rates 

The  LTCH  PPS  was  effective 
beginning  with  a  LTCH’s  first  cost 
reporting  period  beginning  on  or  after 
October  1,  2002.  Effective  beginning 
with  that  cost  reporting  period,  LTCHs 
were  paid,  during  a  5-year  transition 
period,  a  total  LTCH  prospective 
payment  that  is  comprised  of  an 
increasing  proportion  of  the  LTCH  PPS 
Federal  rate  and  a  decreasing  proportion 
based  on  reasonable  cost-based 
principles,  unless  the  hospital  rtiakes  a 
one-time  election  to  receive  payment 
based  on  100  percent  of  the  Federal  rate, 
as  specified  in  §412.533.  New  LTCHs 
(as  defined  at  §  412.23(e)(4))  are  paid 
based  on  10Q  percent  of  the  Federal  rate, 
with  no  phase-in  transition  payments. 

The  basic  methodology  for 
determining  LTCH  PPS  Federal 
prospective  payment  rates  is  set  forth  at 
§  412.515  through  §  412.536.  In  this 
section,  we  discuss  the  factors  that  were 
used  to  update  the  LTCH  PPS  standard 
Federal  rate  for  the  2010  LTCH  PPS  rate 
year  that  will  be  effective  for  LTCH 
discharges  occurring  on  or  after  October 
1,  2009  through  September  30,  2010. 

For  further  details  on  the 
development  of  the  FY  2003  standard 
Federal  rate,  we  refer  readers  to  the 
August  30,  2002  LTCH  PPS  final  rule 
(67  FR  56027  through  56037),  and  for 
subsequent  updates  to  the  LTCH  PPS 
'Federal  rate  we  refer  readers  to  the 
following  final  rules:  RY  2004  LTCH 


PPS  final  rule  (68  FR  34134  through 
34140),  RY  2005  LTCH  PPS  final  rule 
(69  FR  25682  through  25684),  RY  2006 
LTCH  PPS  final  rule  (70  FR  24179 
through  24180),  RY  2007  LTCH  PPS 
final  rule  (71  FR  27819  through  27827), 
RY  2008  LTCH  PPS  final  rule  (72  FR 
26870  through  27029),  and  RY  2009 
LTCH  PPS  final  rule  (73  FR  26800 
through  26804).  The  update  to  the  LTCH 
PPS  standard  Federal  rate  for  RY  2010 
is  presented  in  section  V.A.  of  the 
Addendum  to  this  final  rule.  Two  of  the 
components  of  the  update  to  the  LTCH 
PPS  standard  Federal  rate  for  RY  2010 
are  discussed  below. 

2.  Market  Basket  for  LTCHs  Reimbursed 
Under  the  LTCH  PPS 

a.  Overview 

Historically,  the  Medicare  program 
has  used  a  market  basket  to  account  for 
price  increases  in  the  services  furnished 
by  providers.  The  market  basket  used 
for  the  LTCH  PPS  includes  both 
operating  and  capital-related  costs  of 
LTCHs  because  the  LTCH  PPS  uses  a 
single  payment  rate  for  both  operating 
and  capital-related  costs.  The 
development  of  the  initial  LTCH  PPS 
standard  Federal  rate  for  FY  2003,  using 
the  excluded  hospital  with  capital 
market  basket,  is  discussed  in  further 
detail  in  the  August  30,  2002  LTCH  PPS 
final  rule  (67  FR  56027  through  56033). 

In  that  final  rule  (67  FR  56016 
through  56017  and  56030),  which 
implemented  the  LTCH  PPS,  we 
established  the  use  of  the  excluded 
hospital  with  capital  market  basket  as 
the  LTCH  PPS  market  basket.  The 
excluded  hospital  with  capital  market 
basket  was  also  used  to  update  the 
limits  on  LTCHs’  operating  costs  for 
inflation  under  the  TEFRA  reasonable 
cost-based  payment  system.  We 
explained  that  we  believe  the  use  of  the 
excluded  hospital  with  capital  market 
basket  to  update  LTCHs’  payments  for 
inflation  was  appropriate  because  the 
excluded  hospital  market  basket  (with  a 
capital  component)  measures  price 
increases  of  the  services  furnished  by 
excluded  hospitals,  including  LTCHs. 
For  further  details  on  the  development 
of  the  excluded  hospital  with  capital 
market  basket,  we  refer  readers  to  the 
RY  2004  LTCH  PPS  final  rule  (68  FR 
34134  through  34137). 

As  discussed  in  the  RY  2007  LTCH 
PPS  final  rule  (71  FR  27810),  based  on 
our  research,  we  did  not  develop  a 
market  basket  specific  to  LTCH  services. 
We  were  unable  to  create  a  separate 
market  basket  specifically  for  LTCHs  at 
that  time  due  to  the  small  number  of 
facilities  and  the  limited  amount  of  data 
that  was  reported  (for  instance,  only 


approximately  15  percent  of  LTCHs 
reported  contract  labor  cost  data  for 
2002).  In  that  same  final  rule,  under  the 
broad  authority  conferred  upon  the 
Secretary  by  section  123  of  the  BBRA  as 
amended  by  section  307(b)  of  the  BIPA, 
we  adopted  the  rehabilitation,  '  . 
psychiatric,  long-term  care  (RPL)  market 
basket  as  the  appropriate  market  basket 
of  goods  and  services  under  the  LTCH 
PPS  for  discharges  occurring  on  or  after 
July  1,  2006.  Specifically,  beginning 
with  the  2007  LTCH  PPS  rate  year,  for 
the  LTCH  PPS,  we  adopted  the  use  of 
the  RPL  market  basket  which  is  based 
on  FY  2002  cost  report  data.  We  chose 
to  use  the  FY  2002  Medicare  cost  report 
data  because  those  data  were  the  most 
recent,  relatively  complete  cost.data  for 
IRFs,  IPFs,  and  LTCHs  available  at  the 
time  of  rebasing. 

The  RPL  market  basket  was 
determined  based  on  the  operating  and 
capital  costs  of  freestanding  IRFs, 
freestanding  IPFs,  and  LTCHs.  As  we 
explained  in  the  RY  2007  LTCH  PPS 
final  rule,  we  believed  a  market  basket 
based  on  the  data  of  IRFs,  IPFs,  and 
LTCHs  was  appropriate  to  use  under  the 
LTCH  PPS  because  those  data  were  the 
best  available  data  that  reflect  the  cost 
structures  of  LTCHs.  For  further  details 
on  the  development  of  the  RPL  market 
basket,  including  the  methodology  for 
determining  the  operating  and  capital 
portions  of  the  RPL  market  basket,  we 
refer  readers  to  the  RY  2007  LTCH  PPS 
final  rule  (71  FR  27810  through  27817). 

b.  Market  Basket  Under  the  LTCH  PPS 
for  RY  2010 

When  we  initially  created  the  FY 
2002-based  RPL  market  basket,  we  were 
unable  to  create  a  separate  market 
basket  specifically  for  LTCHs  due,  in 
part,  to  the  small  number  of  facilities 
and  the  limited  data  that  were  provided 
in  the  Medicare  cost  reports.  Over  the 
last  several  years,  however,  the  number 
of  LTCH  facilities  submitting  valid 
Medicare  cost  report  data  has  increased. 
Based  on  this  development,  as  well  as 
,  our  desire  to  move  from  one  RPL  market 
basket  to  three  stand-alone  and 
provider-specific  market  baskets  (for 
IRFs,  IPFs,  and  LTCHs,  respectively),  we 
plan  to  begin  exploring  the  viability  of 
creating  these  market  baskets  for  future 
use.  However,  as  we  discussed  in  the  FY 
2010  IRF  PPS  proposed  rule,  we  are 
conducting  further  research  to  assist  us 
in  understanding  the  reasons  for  the 
variations  in  costs  and  cost  structure 
between  freestanding  IRFs  and  hospital- 
based  IRFs.  We  also  are  researching  the 
reasons  for  similar  variations  in  costs 
and  cost  structure  between  freestanding 
IPFs  and  hospital-based  IPFs.  Therefore, 
as  we  continue  to  explore  the 
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development  of  stand-alone  market 
baskets  for  LTCHs,  IRFs  and  IPFs, 
respectively,  we  believe  that  it  is 
appropriate  to  continue  to  use  the  FY 
2002-based  RPL  market  basket  for 
LTCHs,  IRFs  and  IPFs  under  their 
respective  PPSs.  Accordingly,  as  we 
proposed  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24228), 
in  this  final  rule,  we  are  continuing  to 
use  the  FY  2002-based  RPL  market 
basket  under  the  LTCH  PPS  for  RY  2010 
because  we  continue  to  believe  it  is  the 
best  available  data  that  reflect  the  cost 
structure  of  LTCHs.  We  are  hopeful  that 
progress  can  be  made  in  the  near  future 
with  respect  to  creating  stand-alone 
market  baskets  for  LTCHs,  IRFs,  and 
IPFs  and,  as  a  result,  may  propose  to 
rebase  the  appropriate  market  basket(s) 
for  subsequent  updates  in  the  future. 

Comment:  Several  commenters  agreed 
with  the  original  application  of  the  RPL 
market  basket  due  to  the  lack  of  data 
available  for  LTCHs.  However,  the 
commenters  now  believe  that  there  are 
sufficient  LTCH-specific  cost  data  to 
develop  a  separate  LTCH  market  basket 
that  will  accurately  reflect  the  costs  of 
providing  LTCH  goods  and  services. 

One  commenter  stated  that  a  stand¬ 
alone  LTCH  market  basket  is  necessary 
and  warranted  due  to  the  unique  nature 
of  the  patient  populations  served  by 
LTCHs  and  the  differences  in  care 
settings  among  LTCHs,  IRFs,  and  IPFs. 

Response:  We  appreciate  the 
commenters’  thoughts  concerning  the 
possible  development  of  a  stand-alone 
LTCH  market  basket.  While  the  number 
of  LTCHs  submitting  cost  report  data  f 
has  increased,  we  believe  that  further 
research  is  required  to  determine  the 
feasibility  of  developing  stand-alone 
market  baskets  for  LTCHs,  IRFs,  and 
IPFs.  Therefore,  we  believe  that  it  is 
appropriate  to  continue  to  use  the  FY 
2002-based  RPL  market  basket  for 
LTCHs  for  RY  2010.  However,  as  stated 
above,  we  will  be  exploring  the  viability 
and  technical  appropriateness  of  a 
stand-alone  LTCH  market  basket. 

c.  Market  Basket  Update  for  LTCHs  for 
RY  2010 

Consistent  with  our  historical 
practice,  we  estimate  the  RPL  market 
basket  update  based  on  IHS  Global 
Insight,  Inc.’s  forecast  using  the  most 
recent  available  data.  IHS  Global 
Insight,  Inc.  is  a  nationally  recognized 
economic  and  financial  forecasting  firm 
that  contracts  with  CMS  to  forecast  the 
components  of  the  hospital  market  • 
baskets.  Based  on  IHS  Global  Insight, 
Inc.’s  first  quarter  2009  forecast,,  we 
proposed  that  the  RY  2010  market 
basket  estimate  for  the  LTCH  PPS  using 
the  FY  2002-based  RPL  market  basket 


was  2.4  piercent.  Consistent  with  our 
historical  practice  of  using  market 
basket  estimates  based  on  the  most 
recent  available  data,  for  this  final  rule, 
we  used  IHS  Global  Insight,  Inc.’s 
second  quarter  2009  forecast  of  the  RY 
2010  market  basket  estimate  for  the 
LTCH  PPS  using  the  FY  2002-based  RPL 
market  basket*  which  is  2.5  percent. 

This  includes  increases  in  both  the 
operating  section  and  the  capital  section 
of  the  FY  2002-based  RPL  market 
basket.  (As  discussed  in  greater  detail  in 
section  V.  of  the  Addendum  to  this  final 
rule,  for  RY  2010,  we  updated  the  LTCH 
PPS  standard  Federal  rate  by  2.0 
percent.  The  update  reflects  an 
adjustment  based  on  the  most  recent 
market  basket  estimate  (currently  2.5 
percent  as  discussed  above)  and 
adjustments  to  account  for  the  increase 
in  case-mix  in  the  prior  periods  (FYs 
2007  through  2009)  that  resulted  from 
changes  in  documentation  and  coding 
practices  rather  than  increases  in 
patients’  severity  of  illness.) 

d.  Labor-Related  Share  Under  the  LTCH 
PPS  for  RY  2010 

As  discussed  in  section  V.B.  of  the 
Addendum  to  this  final  rule,  under  the 
authority  of  section  123  of  the  BBRA  as 
amended  by  section  307(b)  of  the  BIPA, 
we  established  an  adjustment  to  the 
LTCH  PPS  Federal  rate  to  account  for 
differences  in  LTCH  area  wage  levels  at. 

§  412.525(c).  The  labor-related  portion 
of  the  LTCH  PPS  Federal  rate,  hereafter 
referred  to  as  the  labor-related  share,  is 
adjusted  to  account  for  geographic 
differences  in  area  wage  levels  by 
applying  the  applicable  LTCH  PPS  wage 
index. 

The  labor-related  share  is  determined 
by  identifying  the  national  average 
proportion  of  operating  and  capital  costs 
that  are  related  to,  influenced  by,  or 
vary  with 'the  local  labor  market.  We 
continue  to  classify  a  cost  category  as 
labor-related  if  the  costs  are  labor- 
intensive  and  vary  with  the  local  labor 
market.  In  addition,  as  discussed  above, 
we  continued  to  use  the  FY  2002-based 
RPL  market  basket  under  the  LTCH  PPS 
for  RY  2010.  Given  this,  we  continue  to 
define  the  labor-related  share  as  the 
national  average  proportion  of  operating 
costs  that  are  attributable  to  wages  and 
salaries,  employee  benefits,  contract 
labor,  professional  fees,  labor-intensive 
services,  and  a  labor-related  portion  of 
capital  based  on  the  FY  2002-based  RPL 
market  basket.  (Additional  information 
on  the  development  of  the  FY  2002- 
based  RPL  market  basket  used  under  the 
LTCH  PPS  cap  be  found  in  the  RY  2007 
LTCH  PPS  final  rule  (71  FR  27809 
through  27818).) 


As  we  proposed  (74  FR  24228  through 
24229),  the  labor-related  share  for  RY 
2010  is  the  sum  of  the  RY  2010  relative 
importance  of  each  labor-related  cost 
category,  and  reflectsJhe  different  rates 
of  price  change  for  these  cost  categories 
between  the  base  year  (FY  2002)  and  RY 
2010.  Based  on  IHS  Global  Insight,  Inc.’s 
first  quarter  2009  forecast  of  the  RY 
2010  relative  importance,  we  proposed 
that  the  RY  2010  labor-related  share 
using  the  FY  2002-based  RPL  market 
basket  would  be  75.904  percent.  For  this 
final  rule,  we  used  more  recent  data,  the 
IHS  Global  Insight,  Inc.’s  second  quarter 

2009  forecast  of  the  RY  2010  relative 
importance,  to  determine  the  labor- 
related  share.  The  sum  of  the  relative 
importance  for  RY  2010  for  operating 
costs  (wages  and  salaries,  employee 
benefits,  professional  fees,  and  all  other 
labor-intensive  services)  is  71.841 
percent.  The  portion  of  capital  that  is 
influenced  by  the  local  labor  market  is 
estimated  to  be  46  percent.  Because  the 
relative  importance  for  capital  in  RY 

2010  is  8.560  percent  of  the  FY  2002- 
based  RPL  market  basket,  we  took  46 
percent  of  8.560  percent  to  determine 
the  labor-related  share  of  capital  for  RY 
2010.  The  result  is  3.938  percent,  which 
we  added  to  71.841  percent  for  the 
operating  cost  amount  to  determine  the 
total  labor-related  share  for  RY  2010. 
Thus,  the  labor-related  share  that  we  are 
using  for  the  LTCH  PPS  in  RY  2010  is 
75.779  percent. 

The  chart  below  shows  the  RY  2010 
relative  importance  labor-related  share 
using  the  FY  2002-based  RPL  market 
basket. 


RY  2010  Labor-Related  Share 
Based  on  the  FY  2002-Based 
RPL  Market  Basket 


Cost  category 

FY  2002- 
based  RPL 
market  basket 
labor-related 
share  relative 
importance 
(percent)  RY 
2010 

Wages  and  Salaries  . 

52.892 

Employee  Benefits . 

13.949 

Professional  Fees:  . 

2.873 

All  Other  Labor-Intensive 

• 

Services . 

2.127 

Subtotal  . 

71.841 

Labor-Related  Share  of  Cap¬ 
ital  Costs  (46  percent)  . 

3.938 

■ 

• 

Total  Labor-Related 

Share  . 

75.779 

We  did  not  receive  any  public 
comments  on  the  proposed  labor-related 
share  for  the  LTCH  PPS  for  RY  2010. 


Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


43969 


3.  Adjustment  for  Changes  in  LTCHs’ 
Case-Mix  Due  to  Changes  in 
Documentation  and  Coding  Practices 
That  Occurred  in  a  Prior  Period 

a.  Background 

Beginning  in  RY  2007,  in  updating  the 
standard  Federal  rate  for  the  LTCH  PPS, 
we  have  accounted  for  increases  in 
payments  from  a  past  period  that  were 
due  to  changes  in  documentation  and 
coding  practices.  Specifically,  in  the  RY 
2007  LTCH  PPS  final  rule  (71.  FR 
27820),  we  explained  that  rather  than 
solely  using  the  most  recent  estimate  of 
the  LTCH  PPS  market  basket  increase  as 
the  basis  of  the  update  factor  for  the 
standard  Federal  rate  for  RY  2007,  we 
believed  that  based  on  our  ongoing 
monitoring  of  LTCHs’  case  mix,  it  was 
appropriate  to  also  adjust  the  standard  . 
Federal  rate  to  account  for  the  changes 
in  documentation  and  coding  practices 
(rather  than  patients’  severity  of  illness), 
in  addition  to  the  estimated  increase  in 
the  LTCH  PPS  market  basket. 
Accordingly,  we  established  at 
§  412.523(c)(3)(iii)  of  the  regulations 
that  the  update  to  the  standard  Federal 
rate  for  the  2007  LTCH  PPS  rate  year 
was  zero  percent,  based  on  the  most 
recent  estimate  of  the  LTCH  PPS  market 
basket  increase  of  3.4  percent  and  an 
equivalent  negative  adjustment  to 
account  for  changes  in  case-mix  due  to 
changes  in  documentation  and  coding 
practices  in  a  prior  period  (FY  2004). 

In  the  RY  2008  LTCH  PPS  final  rule 
(72  FR  26880  through  26890),  we 
continued  to  monitor  and  analyze 
LTCHs’  case-mix  and  applied  an  update 
to  the  standard  Federal  rate  of  0.71 
percent,  based  on  the  most  recent 
estimate  of  the  market  basket  increase 
(3.2  percent)  and  an  adjustment  to 
account  for  changes  in  documentation 
and  coding  practices  ( -  2.49  percent)  in 
a  prior  period  (FY  2005).  Similarly,  for 
RY  2009,  as  discussed  in  the  RY  2009 
final  rule  (73  FR  26805  through  26812), 
the  standard  Federal  rate  was  updated 
using  an  update  factor  of  2.7  percent, 
based  on  the  most  recent  estimate  of  the 
market  basket  increase  (3.6  percent)  and 
an  adjustment  to  account  for  changes  in 
case-mix  due  to  documentation  and 
coding  practices  ( -  0.9  percent)  in  a 
prior  period  (FY  2006). 

b.  Evaluation  of  FY  2007  Claims  Data 

For  RY  2010,  we  continue  to  believe 
that  changes  in  the  LTCH  PPS  payment 
rates  should  accurately  reflect  changes 
in  LTCHs’  true  cost  of  treating  patients, 
and  should  not  be  influenced  by 
changes  in  documentation  and  coding 
that  do  not  reflect  increases  in  patients’ 
severity  of  illness.  Accordingly, 
consistent  with  previous  years,  and  as 


we  stated  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24229 
through  24230),  we  analyzed  LTCHs’ 
case-mix  index  (CMI)  changes  in  the 
prior  period,  FY  2007,  and  if  applicable, 
determined  an  appropriate  adjustment 
to  account  for  changes  in 
documentation  and  coding  practices.  As 
we  explained  in  the  RY  2007  final  rule 
(71  FR  27819  through  27823),  an 
LTCH’s  CMI  is  defined  as  its  case- 
weighted  average  LTC-DRG  relative 
weight  for  all  its  discharges  in  a  given 
period.  Changes  in  CMI  consist  of  two 
components:  “real”  CMI  changes  and 
“apparent”  CMI  changes.  Real  CMI 
increase  is  defined  as  the  increase  in  the 
average  LTC-DRG  relative  weights 
resulting  from  the  hospital’s  treatment 
of  more  resource  intensive  patients. 
Apparent  CMI  increase  is  defined  as  the 
increase  in  CMI  due  to  changes  in 
documentation  and  coding  practices 
(including  better  documentation  of  the 
medical  record,  for  example,  by 
physicians  and  more  complete  coding  of 
the  medical  record  by  coders).  In 
previous  years,  analysis  of  the  most 
recent  available  LTCH  CMI  data  focused 
on  quantifying  the  portion  of  CMI 
change  in  a  prior  period  that  is 
attributable  to  apparent  CMI  change. 
However,  beginning  in  RY  2010,  we 
proposed  to  revise  our  methodology  to 
determine  the  documentation  and 
coding  adjustment,  consistent  with  the 
proposed  methodology  for  case-mix 
analysis  under  the  IPPS,  which  is 
discussed  in  detail  in  section  II.D.4  of 
the  preamble  of  this  final  rule.  We  note 
that  section  II.D.4  of  the  preamble  of 
this  final  rule  discusses  the  analysis  in 
the  context  of  the  MS-DRG 
documentation  and  coding  adjustments 
for  FY  2008  and  FY  2009  authorized  by 
Public  Law  110-90  for  the  IPPS,  and  we 
note  that  the  requirements  of  Public 
Law  110-90  do  not  apply  to  the  LTCH 
PPS.  However,  section  123(a)(1)  of 
Public  Law  106-113  (BBRA),  as 
amended  by  section  307(b)  of  Public 
Law  106-554  (BIPA),  provides  broad 
authority  to  the  Secretary  in  developing 
the  LTCH  PPS,  including  the  authority 
for  establishing  appropriate 
adjustments.  The  stated  purpose  of  the 
CMI  analysis  for  the  IPPS  is  to  measure 
and  corroborate  the  extent  of  the  overall 
national  average  changes  in  case-mix 
since  the  adoption  of  the  MS-DRGs, 
which  we  believe  is  also  relevant  in 
determining  appropriate  adjustments  to 
account  for  changes  in  documentation 
and  coding  under  the  LTCH  PPS 
because,  as  stated  above,  the  same  DRG- 
based  patient  classification  system  is 
used  under  both  the  LTCH  PPS  and  the 
IPPS  (referred  to  as  the  MS-LTC-DRGs 


and  MS-DRGs,  respectively). 
Accordingly,  under  the  broad  authority 
afforded  by  the  statute  to  make 
appropriate  adjustments  for  the  LTCH 
PPS,  we  believe  it  is  appropriate  to  use 
the  same  methodology  under  the  LTCH 
PPS  that  we  use  under  the  IPPS  as 
described  in  section  II.D.4.  of  the 
preamble  of  this  final  rule  and  which  is 
discussed  in  further  detail  below  in  this 
section. 

Accordingly,  consistent  with  the  IPPS 
CMI  analysis  methodology,  we 
conducted  a  thorough  evaluation  of 
LTCH  claims  data  in  order  to  assess  the 
case-mix  changes  that  do  not  reflect  real 
changes  in  patients’  severity  of  illness. 
The  results  of  this  evaluation  were  used 
by  our  actuaries  to  determine  if  any 
payment  adjustments  are  necessary  to 
ensure  appropriate  payments  under  the 
LTCH  PPS.  Specifically,  to  evaluate  the 
FY  2007  LTCH  claims  data,  for  the 
proposed  rule,  we  performed  the 
analysis  in  the  following  manner.  We 
first  divided  the  CMI  obtained  by 
grouping  the  FY  2007  LTCH  claims  data 
from  the  December  2007  update  of  the 
MedPAR  files  through  the  FY  2007 
GROUPER  (Version  24.0)  by  the  CMI 
obtained  by  grouping  these  same  FY 
2007  LTCH  claims  through  the  FY  2006 
GROUPER  (Version  23.0).  This  resulted 
in  a  value  of  0.974.  Because  these  are  ' 
the  same  FY  2007  LTCH  cases  grouped 
using  the  two  GROUPERs,  we  attributed 
this  change  primarily  to  two  factors:  (1) 
The  effect  of  changes  in  documentation 
and  coding;  and  (2)  the  measurement 
effect  from  the  calibration  of  the 
GROUPER.  We  estimated  the 
measurement  effect  from  the  calibration 
of  the  GROUPER  by  dividing  the  CMI 
obtained  by  grouping  the  FY  2006  LTCH 
claims  through  the  FY  2007  GROUPER 
by  the  CMI  obtained  by  grouping  these 
same  LTCH  claims  through  the  FY  2006 
GROUPER.  This  resulted  in  a  value  of 
0.969.  In  order  to  isolate  the 
documentation  and  coding  effect,  we 
then  divided  the  combined  effect  of  the 
changes  in  documentation  and  coding 
and  measurement  (0.974)  by  the 
measurement  effect  (0.969)  to  yield 
1.005.  Therefore,  our  estimate  of  the 
documentation  and  coding  increase  that 
occurred  in  FY  2007  is  0.5  percent.  We 
now  have  data  available  from  the  March 
2009  update  of  the  MedPAR  files. 
Applying  this  analytical  methodology  to 
the  FY  2008  LTCH  claims  data  from  the 
March  2009  update  of  the  MedPAR  files 
confirms  the  documentation  and  coding 
increase  that  occurred  .in  FY  2007  was 
0.5  percent. 

As  in  prior  years,  the  FY  2006  and  FY 
2007  MedPAR  files  are  available  to  the 
public  to  allow  independent  analysis  of 
the  documentation  and  coding  effect  in 
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FY  2007.  In  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  we  invited 
public  comment  on  our  proposed 
methodology  and  analysis.  A  summary 
of  the  public  comments  we  received  on 
the  proposed  adjustment  for  changes  in 
LTCHs’  CMI  due  to  changes  in 
documentation  and  coding  practices 
that  occurred  in  a  prior  period  based  on 
our  evaluation  of  FY  2007  LTCH  claims 
data,  including  any  public  comments  on 
our  proposed  methodology  and  analysis, 
and  our  responses,  as  well  as  a 
statement  of  our  final  policy  can  be 
found  in  section  VIII.C.3.d.  of  this 
preamble. 

c.  Evaluation  of  FY  2008  Claims  Data 

In  prior  years,  we  based 
documentation  and  coding  adjustments 
on  an  analysis  of  the  most  recent 
available  LTCH  data  and  have 
established  the  adjustments  in  a  timely 
manner,  as  the  data  became  available,  to 
account  for  each  prior  period  where 
LTCHs  were  paid  based  on  case-mix 
changes  that  do  not  reflect  increased 
patients’  severity  of  illness.  Most 
recently,  in  updating  the  LTCH  PPS 
payment  rates  for  RY  2009,  we 
accounted  for  the  effects  of 
documentation  and  coding 
improvements  that  occurred  in  FY  2006. 
Due  to  the  change  in  the  LTCH  update 
cycle  in  RY  2010,  we  now  have  data 
available  to  analyze  case-mix  changes 
for  FY  2008,  as  well  as  FY  2007. 
Accordingly,  analogous  to  our 
evaluation  of  the  FY  2007  LTCH  claims 
data  as  discussed  above,  for  the 
proposed  rule  (74  FR  24230),  we 
analyzed  the  FY  2008  LTCH  claims  data 
from  the  December  2008  update  of  the 
MedPAR  files  as  well.  That  is,  we  first 
divided  the  CMI  obtained  by  grouping 
the  FY  2008  LTCH  claims  through  the 
FY  2008  GROUPER  (Version  25.0)  by 
the  CMI  obtained  by  grouping  these 
same  FY  2008  LTCH  claims  through  the 
FY  2007  GROUPER  (Version  24.0).  This 
resulted  in  a  value  of  1.011.  We 
estimated  the  measurement  effect  from 
the  calibration  of  the  GROUPER  by 
dividing  the  CMI  obtained  by  grouping 
the  FY  2007  LTCH  claims  through  the 
FY  2008  GROUPER  by  the  CMI  obtained 
by  grouping  these  same  LTCH  claims 
through  the  FY  2007  GROUPER.  This 
resulted  in  a  value  of  0.999.  We  then 
divided  the  combined  effect  of  the 
changes  in  documentation  and  coding 
measurement  (1.011)  by  the 
measurement  effect  (0.999)  to  yield 
1.013.  Therefore,  based  on  the  results  of 
the  analysis  discussed  in  the  proposed 
rule,  the  documentation  and  coding 
increase  that  occurred  in  FY  2008  was 
1.3  percent.  We  now  have  data  available 
from  the  March  2009  update  of  the 


MedPAR  files.  Applying  this  analytical 
methodology  to  the  FY  2008  LTCH 
claims  data  from  the  March  2009  update 
of  the  MedPAR  files  confirms  the 
documentation  and  coding  increase  that 
occurred  in  FY  2008  is  1.3  percent. 

As  noted  above,  the  FY  2007  and  FY 
2008  MedPAR  files  are  available  to  the 
public  to  allow  independent  analysis  of 
the  documentation  and  coding  effect  in 
FY  2008. 4n  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  we  invited 
public  comment  on  our  methodology 
and  analysis.  A  summary  of  the  public 
comments  we  received  on  the  proposed 
adjustment  for  changes  in  LTCHs’  CMI 
due  to  changes  in  documentation  and 
coding  practices  that  occurred  in  a  prior 
period  based  on  our  evaluation  of  FY 
2008  LTCH  claims  data,  including  any 
public  comments  on  our  proposed 
methodology  and  analysis,  and  our 
responses,  as  well  as  a  statement  of  our 
final  policy  can  be  found  in  section 
VIII.C.3.d.  of  this  preamble. 

a.  RY  2010  Documentation  and  Coding 
Adjustment 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  based  on  analysis  of 
the  most  recent  available  LTCH  claims 
data  as  described  above,  we  proposed  to 
apply  a  cumulative  adjustment  for 
changes  in  documentation  and  coding 
that  do  not  reflect  an  increase  in 
patients’  severity  of  illness  of  -1.8 
percent  (that  is,  -  0.5  percent  for  FY 
2007  plus  - 1.3  percent  for  FY  2008). 
Accordingly,  as  discussed  in  section 
V.A.2.  of  the  Addendum  to  that 
proposed  rule,  we  proposed  to  update 
the  RY  2010  LTCH  PPS  standard 
Federal  rate  by  0.6  percent  based  on  the 
most  recent  estimate  of  the  market 
basket  increase  at  that  time  (2.4  percent) 
and  an  adjustment  to  account  for 
changes  in  documentation  and  coding 
practices  ( - 1.8  percent).  We  note  that 
an  analysis  of  data  from  the  March  2009 
update  of  the  FY  2007  and  FY  2008 
MedPAR  files  confirmed  the  cumulative 
effect  of  changes  in  documentation  and 
coding  that  do  not  reflect  an  increase  in 
patients’  severity  of  illness  of  1.8 
percent  (that  is,  0.5  percent  for  FY  2007 
and  1.3  percent  for  FY  2008.).  In  this 
final  rule,  as  we  discuss  in  greater  detail 
below  in  this  section,  in  determining  the 
RY  2010  update  to  the  LTCH  PPS 
standard  Federal  rate,  we  are  applying 
an  adjustment  for  changes  in 
documentation  and  coding  that  do  not 
reflect  an  increase  in  patients’  severity 
of  illness  of  -0.5  percent.  That'is,  we 
are  are  finalizing  our  proposal  to  apply 
an  adjustment  of  —0.5  percent  to 
account  for  the  documentation  and 
coding  increase  that  occurred  in  FY 
2007.  However,  after  consideration  of 


the  public  comments,  and  consistent 
with  the  decision  to  postpone  the 
application  of  the  prospective 
adjustment  for  estimated  FY  2008 
documentation  and  coding  increases 
under  the  IPPS  (discussed  in  section 
II.D.5.  of  this  preamble),  we  have 
decided  to  delay  the  application  of  the 
FY  2008  documentation  and  coding 
adjustment  of  —1.3  percent  that  was 
proposed  under  the  LTCH  PPS  for  RY 
2010.  We  intend  to  address  any  future 
documentation  and  coding  adjustment 
to  the  LTCH  PPS  standard  Federal  rate 
based  on  our  analysis  of  the  FY  2008 
LTCH  claims  data  in  the  FY  2011 
rulemaking  cycle  through  the  notice- 
and-comment  rulemaking  process. 

Below  we  present  a  summary  of  the 
public  comments  received  on  our 
proposed  documentation  and  coding 
adjustment  for  RY  2010  and  our 
responses  to  those  comments. 

Comment:  Some  commenters  stated 
that  section  7(b)(1)  of  Pub.  L.  110-90 
provides  authority  for  CMS  to  impose 
adjustments  for  documentation  and 
coding  changes  for  hospitals  subject  to 
the  IPPS  but  does  not  specifically  refer 
to  hospitals  under  the  LTCH  PPS.  The 
commenters  argued  that  the  absence  of 
any  reference  to  the  LTCH  PPS  in  Public 
Law  110-90  suggests  that  CMS  does  not 
have  the  authority  to  make  such 
adjustments,  despite  the  broad  authority 
under  section  123(a)(1)  of  Pub.  L.  106- 
113,  as  amended  by  section  307(b)  of 
Public  Law  1106-554. 

Response:  As  we  noted  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24229  through  24230),  beginning 
in  RY  2007  and  for  every  annual  update 
to  the  LTCH  PPS  standard  Federal  rate 
since  RY  2007,  we  have  accounted  for 
increases  in  payments  from  a  past 
period  due  to  changes  in  documentation 
and  coding  practices  that  have  occurred 
since  we  first  implemented  the  LTCH 
PPS  in  2003.  As  we  have  stated 
previously,  section  123(a)(1)  of  Public 
Law  106-113  (BBRA),  as  amended  by 
section  307(b)  of  Public  Law  106-554 
(BIPA),  provides  broad  authority  to  the 
Secretary  in  developing  the  LTCH  PPS, 
including  the  authority  for  establishing 
appropriate  adjustments.  Consequently, 
we  did  not  need  additional  authority 
provided  under  Public  Law  110-90  in 
order  to  make  these  adjustments  for 
documentation  and  coding  practices.  In 
the  discussion  in  the  proposed  rule,  we 
included  a  reference  to  Public  Law  110- 
90,  which  specifies  the  MS-DRG 
documentation  and  coding  adjustments 
for  the  IPPS  "for  FY  2008,  FY  2009,  and 
FY  2010.  However,  we  did  not  apply  the 
documentation  and  coding  adjustments 
as  prescribed  in  Public  Law  110-90  to 
the  LTCH  PPS  for  RY  2009  and  RY  2010 
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because  we  believed  Public  Law  110-90 
did  not  apply  to  the  LTCH  PPS.  Instead, 
we  adhered  to  our  historical  practice  of 
basing  documentation  and  coding 
adjustments  on  an  analysis  of  the  most 
recent  available  LTCH  data  to  account 
for  each  prior  period  where  LTCHs  were 
paid,  based  on  case-mix  changes  that  do 
not  reflect  increased  patients’  severity  of 
illness.  We  noted  in  the  proposed  rule 
that  due  to  the  change  in  the  LTCH 
update  cycle  in  RY  2010,  the  data  to 
analyze  case-mix  changes  for  FY  2008  as 
well  as  FY  2007  were  available  to  us  at 
the  time  we  were  proposing  LTCH  PPS 
rates  for  RY  2010  (74  FR  24230). 

Comment:  Several  commenters 
questioned  the  proposed  methodology 
for  the  evaluation  of  the  FY  2007  and 
FY  2008  claims  data  which  resulted  in 
the  adjustments  due  to  documentation . 
and  coding  changes.  The  commenters 
raised  concerns  that  the  calculations  of 
the  documentation  and  coding  effect 
were  unsupported  and  did  not  fully 
consider  other  potential  causes  for  the 
observed  increases  in  CMI.  Specifically, 
the  commenters  noted  that  the 
methodology  used  in  the  proposed  rule 
assumed  that  the  calculated  CMI 
contains  both  a  measurement  effect  from 
calibrating  the  GROUPER  and  the  effect 
of  coding  and  documentation  changes. 
That  is,  to  derive  the  coding  and 
documentation  effect,  the  proposed  rule 
subtracted  (1)  the  measurement  effect 
from  (2)  the  combined  effects  of 
measurement  and  coding  and 
documentation. 

One  commenter  protested  that  the 
methodology  assumed  that  real  case-mix 
changes  are  not  included  in  the 
calculated  CMI.  In  addition,  the 
commenter  asserted  that  the 
methodology  assumed  that  no  real  case- 
mix  changes  occurred  during  the  period 
prior  to  the  implementation  of  the  MS- 
LTC-DRG  in  FY  2008.  The  commenter 
commissioned  an  analysis  of  the  period 
prior  to  the  implementation  of  MS- 
LTC-DRGs,  stating  that  “expanding  the 
years  of  reviewed  claims  data  is 
important  because  it  expands  the  period 
of  time  analyzed  during  which  there 
was,  by  CMS’  own  admission,  no 
incentive  for  LTCHs  to  improve  the 
coding  of  claims.”  In  referring  to  this 
study  that  employed  a  different 
methodology  to  consider  coding 
behavior  over  a  longer  period  of  time, 
the  commenter  believed  this  study  was 
able  to  capture  real  case  mix  changes 
before  and  after  the  introduction  of  the 
MS-LTC-DRG.  Specifically,  the 
commenter  stated  that  the  study  applied 
two  different  GROUPERS  for  claims  data 
from  2005  through  2008  and  observed 
that  in  the  pre-implementation  period 
(2005  through  2007)  “the  [CMI]  rate  of 


increase  for  the  2005-2007  period  using 
v25  [Version  25]  GROUPER  is  sharper 
than  the  rate  of  increase  for  these  years 
derived  from  running  claims  data 
through  the  v24  [Version  24] 

GROUPER.”  From  this  observation,  the 
commenter  concluded  that  “the  two 
GROUPERs  measure  claims  data 
differently,  which  is  what  one  would 
expect  due  to  implementation  of  a 
newer,  more  refined  GROUPER.” 

Response:  Although  the  commenters 
argued  that  the  methodology  made 
assumptions  that  were  unsupported,  we 
note  that  the  methodology  was  also 
validated  by  MedPAC’s  independent 
analysis  of  claims  data.  In  response  to 
the  commenter.  who  protested  that  the 
methodology  assumed  that  real  case-mix 
changes  was  not  included  in  the 
calculated  CMI,  we  note  that,  although 
overall  case-mix'  growth  is 
predominately  comprised  of  three 
factors  (real  case-mix  growth,  a 
documentation  and  coding  effect,  and  a 
measurement  effect),  the  methodology 
we  have  used  to  quantify  the 
documentation  and  coding  adjustment 
negates  the  need  to  consider  the 
confounding  effect  of  real  case-mix 
growth  in  the  calculated  CMI 
differences.  Because  the  same  year  of 
claims  data  is  utilized  in  the 
comparisons,  there  is  no  component  of 
real  case-mix  that  needs  to  be  identified. 
That  is,  there  can  be  no  case-mix  growth 
measured  if  the  same  year’s  claims  are 
used.  We  note  that  while  commenters 
disagreed  with  the  use  of  the  more 
refined  methodology  for  deriving  the 
documentation  and  coding  effect 
presented  in  the  proposed  rule,  the 
commenters  did  not  provide  specific 
alternatives  to  use  in  the  final  rule. 

Instead,  one  commenter  attempted  to 
compare  the  effects  of  applying  the 
Version  24  (FY  2007)  and  Version  25 
(FY  2008)  GROUPERs  to  claims  data 
from  2005  through  2008,  believing  that 
this  methodology  would  show  real  case- 
mix  changes  over  the  years.  Using  this 
methodology,  the  commenter  observed 
that,  in  the  period  before  MS-LTC- 
DRGs  were  implemented  (2005-2007), 

•  “the  [CMI]  rate  of  increase  for  the  2005- 
2007  period  using  v25  GROUPER  is 
sharper  than  the  rate  of  increase  for 
these  years  derived  from  running  claims 
data  through  the  v24  GROUPER.”  We 
believe  what  the  commenter  is  actually 
observing  is  the  measurement  effect 
between  grouping  claims  in  the  two 
different  GROUPERs,  which  is 
accounted  for  in  our  more  refined 
methodology  that  was  presented  in  the 
proposed  rule.  Indeed,  we  do  not 
disagree  with  the  commenters’ 
conclusion  that  “the  two  GROUPERs 
measure  claims  data  differently,  which 


is  what  one  would  expect  due  to 
implementation  of  a  newer,  more 
refined  GROUPER  [that  is,  Version  25],” 
and  we  believe  this  supports  our 
implementation  of  the  MS-LTC-DRG 
classification  system  because  it  better 
captures  patient  severity  of  illness. 

Contrary  to  the  commenters’ 
statement  that  we  have  asserted  that 
there  were  no  financial  incentives  for 
documentation  and  coding 
improvements  prior  to  the  change  to 
MS-LTC-DRGs,  CMS  never  asserted 
that  LTCHs  had  no  financial  incentives 
to  improve  documentation  and  coding 
prior  the  introduction  of  the  MS-LTC- 
DRGs  in  2008.  In  fact,  to  the  contrary, 
analyses  conducted  by  both  CMS  and 
MedPAC  have  found  evidence  of 
apparent  case-mix  increases  during  this 
period.  It  is  for  this  reason  that  we  have 
historically  adjusted  for  CMI  increases 
due  to  documentation  and  coding 
changes,  including  adjustments  to 
account  for  apparent  CMI  increases  that 
were  found  in  FY  2004  (4.0  percent),  FY 
2005  (2.49  percent),  and  2006  (0.9 
percent).  Consequently,  we  believe  that 
the  evidence  does  not  support  the 
commenters’  assumption  that  the 
increases  in  CMI  found  when  claims 
were  grouped  to  Version  25  GROUPER 
were  due  solely  to  real  case-mix 
increases.  We  continue  to  believe  that’ 
the  CMI  increases  over  that  period  are 
attributable  to  both  real  case-mix 
changes  due  to  increased  patient 
severity  of  illness  and  documentation 
and  coding  changes  and  that  the  more 
refined  methodology  utilized  in  the 
proposed  rule,  and  finalized  in  this  final 
rule,  accurately  and  appropriately 
quantifies  the  appropriate 
documentation  and  coding  adjustments 
that  should  be  applied  to  account  for  the 
effects  of  documentation  and  coding 
that  occurred  in  FY  2007  and  FY  2008. 

Comment:  Many  commenters  were 
disappointed  that  CMS  was  unable  to 
obtain  relevant  findings  based  on  CDAC 
data  to  quantify*  real  case-mix  change. 

Response:  As  we  stated  in  the 
proposed  rule,  when  we  attempted  to 
use  the  CDAC  data  to  distinguish  real 
increase  in  case-mix  growth  from 
documentation  and  coding  in  the 
overall  case-mix  number,  we  found 
aberrant  data  and  significant  variation 
across  the  FY  1999  through  FY  2007 
analysis  period.  It  was  not  possible  to 
distinguish  changes  in  documentation 
and  coding  from  changes  in  real  case- 
mix  in  the  CDAC  data.  Therefore,  we 
concluded  that  the  CDAC  data  would 
not  support  analysis  of  real  case-mix 
growth  that  could  be  used  in  our 
retrospective  evaluation  of  the  FY  2008 
claims  data.  While  we  acknowledge  the 
disappointment  of  the  commenters,  we 
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note  that  we  did  not  receive  any  public 
comments  suggesting  an  alternative 
analysis  directly  measuring  real  case- 
mix  growth  that  did  not  rely  on 
assumptions  with  respect  to  the  other 
factors  that  influence  overall  case-mix 
growth. 

Comment:  Several  commenters  stated 
that  CMS  premised  the  documentation 
and  coding  adjustment  on  the  existence 
of  changes  in  severity  level  within  each 
MS-LTC-DRG  family.  The  commenters 
indicated  that  two-thirds  of  the  case-mix 
change  was  attributable  to  changes 
across  MS-LTC-DRGs.  The  commenters 
believed  that  these  across  MS-LTC- 
DRG  changes  refute  CMS’ 
documentation  and  coding  analysis. 

Response:  Neither  our  MS-DRG  nor 
our  MS-LTC-DRG  documentation  and 
coding  analysis  was  premised  on  the 
existence  of  changes  in  severity  level 
within  each  DRG  family.  For  the  MS- 
DRGs,  the  analysis  of  changes  in 
severity  level  was  supplemental  to  the 
primary  analysis  and  methodology 
described  in  the  proposed  rule.  As  we 
stated  in  the  proposed  rule  concerning 
the  MS-DRG  analysis:  “We  sought  to 
corroborate  (emphasis  added)  this  2.5 
percent  estimate  by  examining  the 
increases  in  the  within-base  DRGs  as 
compared  to  the  increases  in  the  across 
base  DRGs  *  *  *”  (74  FR  24094). 

The  fact  that  within  MS-DRG  changes 
are  supportive  of  the  MS-DRG 
documentation  and  coding  analysis 
does  not  mean  that  lesser  within  MS- 
LTC-DRG  changes  refute  the  MS-LTC- 
DRG  documentation  and  coding 
analysis.  Across  MS-LTC-DRG  changes 
can  occur  for  a  variety  of  reasons, 
including  documentation  and  coding.  A 
higher  proportion  of  across  MS-LTC- 
DRG  changes  does  not  imply  that 
documentation  and  coding  increases 
were  nonexistent.  We  note  that  the  FY 
2008  documentation  and  coding 
estimate  for  MS-LTC-DRGs  was  less 
than  half  of  the  FY  2008  estimate  for 
MS-DRGs.  This  is  entirely  consistent 
with  the  differences  in  within  and 
across  base  DRG  changes  observed 
under  the  two  systems.  Furthermore,  we 
note  that  our  analysis  has  found 
examples  of  across  MS-LTC-DRG 
changes  that  would  contribute  to  the 
documentation  and  coding  increases. 

For  example,  documentation  and  coding 
changes  that  involve  moving  respiratory 
failure,  pneumonia,  and  complicated 
heart  failure  from  principal  to  secondary 
diagnosis  slots  would  result  in  higher 
payments  because  each  of  these  would 
serve  as  an  MCC  and  would  be  assigned 
to  the  highest  severity  group.  That  is, 
this  resequencing  will  not  only  change 
the  base  DRG  assignment,  but  it  will 
also  frequently  change  the  Major 


Diagnosis  Category  (MDC)  assignment. 
Accordingly,  given  that  across  MS- 
LTC-DRG  changes  can  occur  for  a 
variety  of  reasons,  including 
documentation  and  coding,  we  disagree 
with  commenters  that  the  across  MS- 
LTC-DRG  changes  observed  between  FY 
2007  and  FY  2008  refute  our 
documentation  and  coding  analysis. 

Comment:  Several  commenters  noted 
that  the  proposed  rule  did  not  account 
for  DRG  validations  performed  by  CMS 
agents,  such  as  QIOs,  MACs,  and  RACs. 
During  the  validation  process,  these 
agents  can  make  revisions  to  coding  and 
recover  funds.  The  commenters  also 
expressed  concerns  that  the  proposed 
adjustments  for  coding  and 
documentation  would  subject  LTCHs  to 
additional  recovery  of  funds  in  cases 
where  the  DRG  validation  process 
resulted  in  a  redesignation  of  the  case  to 
a  lower  MS-LTC-DRG  severity  level. 

Response:  We  recognize  that  DRG 
validation  reviews  by  the  CMS 
contractors  can  identify  cases  that 
require  changes  in  DRG  assignment, 
which  may  ultimately  reduce  a 
hospital’s  average  case-mix.'However, 
these  validations  are  performed  on  a 
sample  basis  and  are  not  done  for  all 
LTCH  claims.  More  significantly,  they 
are  done  primarily  to  capture  fraudulent 
coding  activities,  not  to  address  changes 
in  documentation  and  coding  practices 
that  skew  the  data,  resulting  in  increases 
in  the  average  MS-LTC-DRG  relative 
weights  that  are  not  reflective  of 
hospitals’  treatment  of  more  resource 
intensive  patients.  As  we  have  noted 
previously,  apparent  CMI  increase  is 
defined  as  the  increase  in  CMI  due  to 
changes  in  documentation  and  coding 
practices  (including  better 
documentation  of  the  medical  record  by 
physicians  and  more  complete  coding  of 
the  medical  record  by  coders).  These 
types  of  changes  in  documentation  and 
coding  practices  would  not  be 
addressed  in  the  validations  performed 
by  the  CMS  contractors. 

Comment:  A  number  of  commenters 
presented  concern,  in  general,  with  the 
proposal  to  apply  a  documentation  and 
coding  adjustment  in  determining  the 
update  to  the  LTCH  PPS  rate  for  RY 
2010.  The  commenters  expressed 
concern  that  such  an  adjustment  would 
reduce  LTCH  PPS  payments  and 
compound  the  economic  woes  that 
LTCHs  are  experiencing  in  the  current 
economy. 

Response:  As  discussed  above,  we 
fully  understand  that  this 
documentation  and  coding  adjustment 
would  reduce  the  increased  level  of 
LTCH  PPS  payments  that  affected 
LTCHs  are  receiving  in  absence  of  the 
adjustment.  As  discussed  above,  we 


believe  that  it  is  appropriate  to  make 
adjustments  to  the  LTCH  PPS  standard 
Federal  rate  to  account  for  the  changes 
in  documentation  and  coding  practices 
(rather  than  patients’  severity  of  illness 
and  costs).  Therefore,  we  are  finalizing 
our  proposal  to  apply  an  adjustment  of 
—  0.5  percent  in  determining  the  RY 

2010  update  to  the  LTCH  PPS  standard 
Federal  rate  to  account  for  the 
documentation  and  coding  increase  that 
occurred  in  FY  2007.  In  FY  2007,  the 
CMS  LTC-DRGs  was  the  patient 
classification  system  used  under  the 
LTCH  PPS.  Making  an  adjustment  to 
account  for  the  documentation  and 
coding  increase  that  occurred  in  FY 
2007  is  consistent  with  our  historical 
approach  in  accounting  for  increases  in 
payments  from  a  past  period  due  to 
changes  in  documentation  and  coding 
practices  that  have  occurred  under  the 
CMS  LTC-DRGs  since  we  first, 
implemented  the  LTCH  PPS  in  2003. 

After  consideration  of  the  public 
comments  received  and  consistent  with 
the  decision  to  postpone  the  application 
of  the  prospective  adjustment  for 
estimated  FY  2008  documentation  and 
coding  increases  under  the  IPPS 
(discussed  in  section  II.D.5.  of  this 
preamble),  we  have  decided  to  delay  the 
application  of  the  FY  2008 
documentation  and  coding  adjustment 
that  was  proposed  under  the  LTCH  PPS 
for  RY  2010.  We  intend  to  address  any 
future  documentation  and  coding 
adjustment  to  the  LTCH  PPS  standard 
Federal  rate  based  on  our  analysis  of  the 
FY  2008  LTCH  claims  data  in  the  FY 

2011  rulemaking  cycle  through  the 
notice-and-comment  rulemaking 
process. 

In  this  final  rule,  we  are  applying  an 
adjustment  for  changes  in 
documentation  and  coding  that  do  not 
reflect  an  increase  in  patients’  severity 
of  illness  of  -  0.5  percent  to  account  for 
the  documentation  and  coding  increase 
that  occurred  in  FY  2007.  Accordingly, 
as  discussed  in  section  V.A.2.  of  the 
Addendum  to  this  final  rule,  we  are 
updating  the  RY  2010  LTCH  PPS 
standard  Federal  rate  by  2.0  percent, 

•  which  is  based  on  the  most  recent 
estimate  of  the  market  basket  increase 
(2.5  percent)  and  an  adjustment  to 
account  for  changes  in  documentation 
and  coding  practices  (-0.5  percent). 

D.  Technical  Corrections  of  LTCH  PPS 
Regulations 

While  we  did  not  propose  any  new 
payment  policy  changes  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
we  took  the  opportunity  to  propose  two 
technical  corrections  to  regulation  text 
that  we  believe  will  clarify  our  existing 
policy  at  §  412.525  relating  to 
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adjustments  to  the  Federal,  prospective 
payment  to  LTCHs  (74  FR  24232). 

First,  at  § 412.525(a)(2),  the 
regulations  currently  state  that  “The 
fixed-loss  amount  is  determined  for  the 
long-term  care  hospital  rate  year  using 
the  LTC-DRG  relative  weights  that  are 
in  effect  on  July  1  of  the  rate  year.”  As 
stated  earlier,  in  the  RY  2009  LTCH  PPS 
final  rule,  we  revised  the  LTCH  PPS 
payment  rate  update  cycle  in  order  to 
consolidate  the  timing  of  the  annual 
update  of  the  payment  rates  with  the 
update  of  the  MS-LTC-DRG 
classifications  to  October  1 ,  beginning 
October  1,  2009  (73  FR  26792  through 
26798).  At  that  time,  at  §412.503,  we 
specified  a  new  definition  for  “long¬ 
term  care  hospital  prospective  payment 
system  rate  year.”  Under  §  412.503,  the 
term  “long-term  care  hospital 
prospective  payment  system  rate  year” 
means:  (1)  From  July  1,  2003,  and 
ending  on  or  before  June  30,  2008,  the 
12-month  period  of  July  1  through  June 
30;  (2)  from  July  1,  2008,  and  ending  on 
September  30,  2009,  the  15-month 
period  of  July  1,  2008,  through 
September  30,  2009;  and  (3)  beginning 
on  or  after  October  1,  2009,  the  12- 
month  period  of  October  1  through 
September  30.  At  §§  412.535(b)  and  (c), 
we  described  the  resulting  new 
publication  schedule  of  Federal 
prospective  payment  rates.  However,  we 
neglected  to  make  a  conforming  change 
to  the  regulations  at  §  412.525(a)(2)  to 
reflect  this  new  schedule.  Currently,  the 
language  of  §  412.525(a)(2)  still  links  the 
determination  of  the  fixed-loss  amount 
to  a  July  1  effective  date.  The  annual 
calculation  of  the  fixed-loss  amount, 
which  is  the  amount  used  to  limit  the 
loss  that  a  hospital  will  incur  under  the 
outlier  policy  for  a  case  with  unusually 
high  costs,  is  directly  linked  to  the 
calculation  of  the  annual  update  of  the 
Federal  prospective  payment  rate  (73  FR 
26821).  When  we  changed  the  annual 
update  of  the  LTCH  PPS  rate  year  to 
coincide  with  the  update  in  the  MS- 
LTC-DRG  relative  weights  to  October  1 , 
we  should  have  changed  the  language  at 
§  412.525(a)(2)  regarding  the  calculation 
of  the  fixed-loss  amount  to  conform 
with  this  new  schedule. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  make  this 
technical  correction.  Therefore,  we  are 
finalizing,  without  modification,  our 
proposal  to  revise  §  412.525(a)(2)  to 
accurately  reflect  the  basis  (effective 
LTC-DRG  relative  weights)  for 
calculating  the  annual  fixed-loss 
amount  for  high-cost- outlier  payments, 
in  order  to  cover  the  various  update 
cycles  that  have  been  in  effect  under  the 
LTCH  PPS.  Specifically,  we  are  revising 
§  412.525(a)(2)  to  specify  that  the  fixed- 


loss  amount  is  determined  for  .the  LTCH 
rate  year  using  the  MS-LTC-DRG 
relative  weights  that  are  in  effect  at  the 
start  of  the  applicable  LTCH  PPS  rate 
year,  as  defined  in  §412.503.  (We  note 
that  the  regulation  text  at  §  412.525(a)(2) 
uses  the  term  “LTC-DRG”  rather  than 
“MS-LTC-DRG”  because  the  term 
“LTC-DRG”  includes  “MS-LTC-DRG” 
generally  applicable  to  any  year. 
Specifically,  in  our  regulations  at 
§  412.503,  we  state  that  “[a]ny  reference 
to  the  term  ‘LTC-DRG’  shall  be 
considered  a  reference  to  the  term  ‘MS- 
LTC-DRG’  when  applying  the 
provisions  of  this  subpart  for  policy 
descriptions  and  payment  calculations 
for  discharges  from  a  long-term  care 
hospital  occurring  on  or  after  October  1, 
2007.”) 

We  also  proposed  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
a  clarification  of  our  existing  policy  at 
§  412.525(d)  that  would  more  accurately 
reflect  existing  policy  regarding 
payment  adjustments  under  the  LTCH 
PPS.  In  paragraph  (d)  of  §412.525,  we 
provide  that  CMS  adjusts  the  Federal 
prospective  payment  to  account  for — (1) 
short-stay  outliers  at  §412.529;  (2)  a  3- 
day  or  less  interruption  of  stay  and  a 
greater  than  3-day  interruption  of  stay, 
as  provided  for  in  §412.531;  (3)  patients 
who  are  transferred  to  onsite  providers 
and  readmitted  to  a  LTCH  as  provided 
for  in  §  412.532;  and  (4)  long-term  care 
HwHs  and  satellite  facilities  of  LTCHs 
as  provided  in  §412.534. 

We  finalized  the  policy  at 
§  412.525(d)(4),  which  refers  to  the 
percentage  threshold  payment 
adjustment  for  co-located  long-term  care 
HwHs  and  satellite  facilities  in  the  FY 
2005  IPPS  final  rule  (69  FR  49191 
through  49214),  and  it  was  codified  in 
the  FY  2007  IPPS  final  rule  (71  FR 
48122).  We  adopted  a  similar  policy  in 
the  RY  2008  LTC  PPS  final  rule  (72  FR 
26910  through  26944)  that  provides  for 
an  adjustment  to  the  LTCH  PPS 
payment  for  LTCHs  and  satellite 
facilities  of  LTCHs  that  discharge 
Medicare  patients  admitted  from 
hospitals  not  located  in  the  same 
building  or  on  the  same  campus  as  the 
LTCH  or  the  satellite  facility  of  the 
LTCH,  as  specified  at  §412.536.  We 
inadvertently  omitted  the  inclusion  of 
this  policy  in  the  regulation  text  at 
§  412.525(d). 

We  did  not  receive  any  public 
comments  on  our  proposed  clarification. 
Therefore,  in  order  to  ensure  that  the 
applicable  regulatory  text  reflects 
existing  policy,  we  are  finalizing, 
without  modification,  our  proposal  to 
make  this  technical  correction  by 
adding  a  paragraph  (d)(5)  to  §  412.525  to 
specifically  provide  that  CMS  adjusts 


the  Federal  LTCH  PPS  payment  amount 
for  LTCHs  and  satellite  facilities  of 
LTCHs  that  discharged  Medicare 
patients  admitted  from  a  hospital  not 
located  in  the  same  building  or  on  the 
same  campus  as  the  LTCH  or  the 
satellite  facility  of  the  LTCH,  as 
provided  in  §412.536. 

IX.  Revisions  to  the  FY  2009  Medicare 
Severity-Long-Term  Care  Diagnosis- 
Related  Group  (MS-LTC-DRG)  Relative 
Weights:  Finalization  of  an  Interim 
Final  Rule  With  Comment  Period 

A.  Overview 

On  June  3,  2009,  we  published  in  the 
Federal  Register  (74  FR  26546),  an 
interim  final  rule  with  comment  period 
that  implemented  revised  MS-LTC- 
DRG  relative  weights  for  payment  under 
the  LTCH  PPS  for  FY  2009.  We  revised 
the  MS-LTC-DRG  relative  weights  for 
FY  2009  due  to  the  misapplication  of 
our  established  methodology  in  the 
calculation  of  the  budget  neutrality 
'factor.  The  revised  FY  2009  MS-LTC- 
DRG  relative  weights  are  effective  for 
the  remainder  of  FY  2009  (that  is,  from 
June  3,  2009,  through  September  30, 
2009).  Below  we  summarize  the 
provisions  of  the  June  3,  2009  interim 
final  rule  with  comment  period,  present 
a  summary  of  the  public  comments 
received  on  the  interim  final  rule  with 
comment  period  and  our  responses,  and 
state  our  final  policy. 

B.  Changes  to  the  FY  2009  MS-LTC- 
DRG  Relative  Weights 

Beginning  with  the  FY  2008  update, 
we  established  a  budget  neutrality 
requirement  for  the  annual  update  to  the 
MS-LTC-DRG  classifications  and 
relative  weights  at  §412.51 7(b)  of  our 
regulations  (in  conjunction  with 
§412.503),  such  that  estimated  aggregate 
LTCH  PPS  payments  would  be 
unaffected,  that  is,  would  be  neither 
greater  than  nor  less  than  the  estimated 
aggregate  LTCH  PPS  payments  that 
would  have  been  made  without  the 
classification  and  relative  weight 
changes.  (We  refer  readers  to  the  May 
11,  2007  LTCH  PPS  final  rule  (72  FR 
26882  through  26884).) 

Consistent  with  §  412.517(b),  in  the 
FY  2009  IPPS  final  rule  (73  FR  48550 
through  48551),  using  the  most  recent 
data  available  at  that  time  (FY  2007 
LTCH  claims  data  from  the  March  2008 
update  of  the  MedPAR  files),  we 
established  the  MS-LTC-DRG 
classifications  and  relative  weights  for 
FY  2009  based  on  the  application  of 
budget  neutrality  adjustment  factors 
determined  using  the  two-step 
methodology  of  calculating  and 
applying  a  normalization  factor  and  a 
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budget  neutrality  factor,  as  initially 
established  in  the  FY  2008  IPPS  final 
rule  (August  22,  2007,  (72  FR  47295 
through  47296)).  Specifically,  for  FY 
2009,  under  the  first  step  of  the 
established  two-step  budget  neutrality 
methodology,  after  recalibrating  the 
MS-LTC-DRG  relative  weights,  we 
calculated  and  applied  a  normalization 
factor  of  1.03887  to  those  relative 
weights  to  ensure  that  the  average  case- 
mix  index  (CMI)  is  not  influenced  by 
changes  in  the  composition  of  case 
types  or  the  changes  to  the  classification 
system,  such  that  the  recalibration 
process  itself  neither  increases  nor 
decreases  the  average  CMI.  In  doing  so, 
each  (recalibrated)  MS-LTC-DRG 
relative  weight  was  multiplied  by 
1.03887  to  produce  “normalized  relative 
weights.” 

Under  the  second  step  of  the 
established  two-step  budget  neutrality 
methodology,  we  calculated  and  applied 
a  “budget  neutrality  adjustment  factor” 
to  ensure  that  estimated  aggregate  LTCH 
PPS  payments  after  reclassification  and 
recalibration  would  be  equal  to 
estimated  aggregate  LTCH  PPS 
payments  before  reclassification  and 
recalibration.  Specifically,  as  described 
in  the  FY  2009  IPPS  final  rule  (73  FR 
48551),  we  calculated  a  budget 
neutrality  factor  of  1.04186  by 
comparing  estimated  total  payments 
using  the  normalized  FY  2009  relative 
weights  under  GROUPER  Version  26.0 
to  estimated  total  payments  using  the 
FY  2008  GROUPER  (Version  25.0)  and 
FY  2008  MS-LTC-DRG  relative  weights. 
Then,  each  of  the  normalized  relative 
weights  was  multiplied  by  that  budget 
neutrality  factor  to  determine  the  budget 
neutral  relative  weight  for  each  MS- 
LTC-DRG  for  FY  2009.  Thus,  the  FY 
2009  MS-LTC-DRG  relative  weights 
established  in  Table  11  of  the 
Addendum  of  the  FY  2009  IPPS  final 
rule  reflect  the  application  of  both  the 
normalization  factor  of  1.03887  and  the 
budget  neutrality  factor  of  1.04186. 

As  we  stated  in  the  June  3,  2009 
interim  final  rule  with  comment  period, 
we  discovered  that,  in  determining  the 
published  FY  2009  MS-LTC-DRG 
relative  weights,  we  did  not  properly 
apply  the  established  methodology  for 
calculating  the  budget  neutrality  factor 
(the  second  step  of  the  budget  neutrality 
methodology,  as  set  forth  in  the  FY  2009 
IPPS  final  rule  (73  FR  48550  through 
48551).  Specifically,  upon  recent  review 
of  the  calculation  of  the  budget 
neutrality  factor  of  1.04186,  we  found 
that  it  was  determined  using  the 
unadjusted  recalibrated  relative  weights 
rather  than  using  the  normalized 
relative  weights.  This  is  inconsistent 
with  our  stated  methodology  for  the 


calculation  of  the  FY  2009  budget 
neutrality  factor  (that  is,  the  second  step 
of  the  budget  neutrality  methodology). 

As  described  above  and  as  we  stated  in 
the  FY  2009  IPPS  final  rule  (73  FR 
48551),  the  FY  2009  budget  neutrality 
factor  is  to  be  determined  based  on 
estimated  total  payments  using  the 
normalized  (recalibrated)  relative 
weights  ynder  GROUPER  Version  26.0 
(not  the  unadjusted  recalibrated  relative 
weights  as  were  used  in  calculating  the 
budget  neutrality  factor  of  1.04186 
published  in  the  FY  2009  IPPS  final 
rule).  This  misapplication  of  the  rule’s 
established  methodology  for  calculating 
the  budget  neutrality  factors  resulted  in 
relative  weights  that  are  higher,  by 
approximately  3.9  percent.  We  estimate 
aggregate  annualized  LTCH  PPS 
payments  in  FY  2009  (that  is,  for 
discharges  occurring  on  or  after  October 
1,  2008  through  September  30,  2009) 
based  on  the  MS-LTC-DRG  relative 
weights  published  in  the  FY  2009  IPPS 
final  rule  to  be  approximately  $130 
million  greater  than  what  the  increase 
would  have  been  had  the  FY  2009 
budget  neutrality  factor  been  calculated 
consistent  with  the  established 
methodology  described  in  that  final 
rule.  Thus,  the  FY  2009  MS-LTC-DRG 
relative  weights  shown  in  Table  11  of 
the  FY  2009  IPPS  final  rule  (73  FR 
49041  through  49062)  were  inconsistent 
with  the  established  budget  neutrality 
methodology  used  for  the  annual  update 
to  the  MS-LTC-DRG  classifications  and 
relative  weights. 

Consistent  with  our  general  and 
longstanding  policy  in  PPS  contexts,  we 
do  not  make  retroactive  changes  to 
correct  past  errors  in  PPS  ratesetting, 
regardless  of  whether  an  error  resulted 
in  higher  payments  to  providers  (as  in 
this  situation)  or  lower  payments  to 
providers.  We  also  do  not  make 
prospective  adjustments  to  PPS  rates  to 
account  for  errors  that  occurred  in  prior 
periods,  regardless  of  whether  an  error 
resulted  in  higher  payments  or  lower 
payments  to  providers.  In  this  instance, 
in  the  June  3,  2009  interim  final  rule 
with  comment  period,  we  revised  the 
FY  2009  MS-LTC-DRG  relative  weights 
to  ensure  proper  application  of  the 
established  budget  neutrality 
methodology  in  updating  the  FY  2008 
MS-LTC-DRG  relative  weights  to  FY 
2009  during  the  fiscal  year  that  will  be 
effective  for  the  remainder  of  the  fiscal 
year.  We  note  that  this  prospective 
revision  to  the  FY  2009  MS-LTC-DRG 
relative  weights  does  not  reflect  a 
change  in  the  established  budget 
neutrality  methodology  itself  but,  rather, 
reflects  the  proper  calculation  of  the 


relative  weights  under  the  rule’s  stated 
methodology. 

In  the  June  3,  2009  interim  final  rule 
with  comment  period,  we  calculated 
revised  FY  2009  MS-LTC-DRG  relative 
weights  (effective  prospectively  for  the 
remainder  of  FY  2009)  based  on  the 
proper  application  of  the  established 
budget  neutrality  methodology. 
Specifically,  using  the  same  data  (FY 

2007  LTCH  claims  data  from  the  March 

2008  update  of  the  MedPAR  files)  and 
methodology  presented  in  the  FY  2009 
IPPS  final  rule  (73  FR  48551)  described 
above,  we  determined  a  budget 
neutrality  factor  of  1.0030401,  which 
was  applied  to  the  normalized  relative 
weights  (that  is,  the  recalibrated  relative 
weights  adjusted  by  the  normalization 
factor  of  1.03887,  as  described  above). 

As  a  result,  we  established  revised  FY 

2009  MS-LTC-DRG  relative  weights 
(shown  in  Table  11  of  the  June  3,  2009 
interim  final  rule  with  comment  period) 
that  are  effective  for  LTCH  PPS 
discharges  occurring  on  or  after  June  3, 
2009,  through  September  30,  2009.  The 
revised  FY  2009  MS-LTC-DRG  relative 
weights  in  Table  11  of  the  June  3,  2009 
interim  final  rule  with  comment  period 
reflect  the  application  of  the  revised  FY 

2009  budget  neutrality  factor  1.0030401 
and  the  FY.2009  normalization  factor  of 
1.03887  (established  in  the  FY  2009 
IPPS  final  rule  (73  FR  48551)).  (For  the 
convenience  of  the  reader,  in  addition  to 
the  revised  budget  neutral  FY  2009  MS- 
LTC-DRG  relative  weights  effective  June 
3,  2009  through  September  30,  2009,  we 
also  included  in  Table  11  the  geometric 
mean  length  of  stay  and  five-sixths  of 
the  geometric  mean  length  of  stay  (SSO 
threshold  for  payments  under  §  412.529) 
for  each  MS-LTC-DRG  for  FY  2009.  The 
revision  to  the  FY  2009  budget 
neutrality  factor  did  not  affect  the 
calculations  of  the  geometric  mean 
length  of  stay  and  the  SSO  threshold  for 
FY  2009  that  were  presented  in  Table  11 
of  the  FY  2009  IPPS  final  rule.)  (As 
noted  previously  in  section  VII. C.  of  this 
preamble,  the  revisions  to  the  published 
FY  2009  MS-LTC-DRG  relative  weights 
discussed  in  the  June  3,  2009  interim 
final  rule  with  comment  period  affected 
the  determination  of  the  proposed  RY 

2010  MS-LTC-DRG  relative  weights 
and  the  proposed  RY  2010  HCO  fixed- 
loss  amount  that  were  presented  in  the 
FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule.  Therefore,  we  also 
presented  proposed  RY  2010  MS-LTC- 
DRG  relative  weights  and  the  proposed 
RY  2010  HCO  fixed-loss  amount  in  the 
RY  2010  LTCH  PPS  supplemental 
proposed  rule  published  in  the  Federal 
Register  on  June  3,  2009  (74  FR  26600 
through  26635).) 
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C.  Summary  of  Public  Comments 
Received  on  the  June  3,  2009  Interim 
Final  Rule  With  Comment  Period  and 

~  Our  Responses 

We  received  11  timely  pieces  of 
correspondence  in  response  to  the  June 
3,  2009  interim  final  rule  with  comment 
period.  A  summary  of  those  public 
comments  and  our  responses  follow: 

Comment:  Several  commenters 
objected  to  our  revision  of  the  FY  2009 
MS-LTC-DRG  relative  weights.  The 
commenters  asserted  that  the  revision 
that  CMS  made  to  the  MS-LTC-DRG 
relative  weights  for  the  remainder  of  RY 
2009  (June  3,  2009  through  September 
30,  2009)  constituted  “impermissible 
retroactive  rulemaking”, which  is 
contrary  to  the  principles  underlying 
prospective  payments  as  well  as  to 
quoted  preamble  language  in  the  1983 
and  2007  IPPS  final  rules.  One 
commenter  questioned  CMS’  authority 
in  establishing  a  “retrospective 
evaluation  and  correction  to  a  LTCH- 
PPS  rate  year,”  citing  case  law  from  the 

D. C.  Circuit  that  the  commenter 
suggested  restricts  CMS  from  making 
“retroactive”  correction  to  published 
rates  because  of  the  prospective  nature 
ofaPPS. 

Response:  First,  the  revision  to  the  FY 
2009  MS-LTC-DRG  relative  weights  is 
not  retroactive  in  application.  Rather, 
the  revision  is  effective  prospectively, 
based  on  the  date  of  publication  of  the 
interim  final  rule  with  comment  period 
in  the  Federal  Register,  that  is,  June  3, 
2009  through  September  30,  2009. 
Moreover,  the  revision  does  not  reflect 
a  correction  to  LTCH  PPS  payment  rates 
in  a  previous  year.  Second,  as  provided 
for  in  section  1886(m)  of  the  Act 
(discussing  the  statutory  authority  for 
the  LTCH  PPS),  CMS  has  broad  legal 
authority  with  respect  to  the  LTCH  PPS. 
We  note  that,  as  explained  in  the 
interim  final  rule  with  comment  period, 
the  prospective  revision  of  the  FY  2009 
MS-LTC-DRG  relative  weights  does  not 
reflect  a  change  in  the  established 
budget  neutrality  methodology  itself, 
but  rather  reflects  the  proper  calculation 
of  the  relative  weights  under  the 
established  methodology  set  forth  in  the 
FY  2009  IPPS  final  rule  (73  FR  48550 
through  48551). 

Third,  the  principles  underlying 
prospective  payment  systems  often 
reflect  competing  considerations  (for 
example,  prospectivity,  finality, 
certainty,  and  accuracy).  We  agree  that, 
generally,  mid-year  revisions  should  be 
disfavored  in  a  PPS.  However,  balancing 
the  competing  considerations  under  the 
unique  circumstances  presented  in  this 
situation,  we  believe  that  a  mid-year 
prospective  revision  to  the  FY  2009 


MS-LTC-DRG  relative  weights  to 
ensure  the  proper  application  of  the 
established  budget  neutrality 
methodology  in  updating  the  FY  2009 
MS-LTC-DRG  classifications  and 
relative  weights  to  FY  2009  is 
appropriate.  For  these  reasons,  we 
believe  that  the  court  decisions  cited  by 
the  commenter  are  not  on  point. 

Comment:  Several  commenters 
questioned  CMS’  use  of  the  March  2008 
update  of  the  FY  2007  data  in  our 
recalculation  of  the  budget  neutrality 
factor  to  determine  the  revised  FY  2009 
MS-LTC-DRG  relative  weights.  Citing 
section  307(b)  of  the  BIPA  of  2000,  the 
commenters  stated  that  CMS  was 
required  by  statute  to  use  “the  best 
available  data”  and  that  because  newer 
hospital  discharge  data,  from  the 
December  2008  update  of  the  FY  2008 
claims  data,  were  available  for  our 
revised  calculations,  CMS  was  in 
violation  of  the  statutory  mandate  by 
continuing  to  use  the  March  2008 
update  of  the  FY  2007  data.  Data  from 
FY  2008,  the  commenters  asserted, 
capture  changes  in  case-mix  that 
occurred  in  2008  and,  therefore,  more 
accurately  reflect  increases  in  patient 
resource  use  related  to  an  increase  in 
patient  case-mix  severity.  Moreover,  the 
commenters  noted  that  use  of  the  more 
recent  data  would  result  in  estimated 
RY  2009  LTCH  payments  “not 
significantly  different  than  what  RY 
2009  LTCH  payments  are  estimated  to 
be  without  correcting  the  budget 
neutrality  error”  for  the  remainder  of  FY 
2009.  The  commenters  state  that  using 
these  FY  2008  data,  therefore,  would 
render  the  revision  to  the  FY  2009  MS- 
LTC-DRG  relative  weights  presented  in 
the  June  3,  2009  interim  final  rule  with 
comment  period  unnecessary. 

Response:  We  do  not  agree  that  wTe  are 
violating  section  307(b)  of  the  BIPA  of 
2000  in  using  the  March  2008  update  of 
the  FY  2007  MedPAR  files  in  our 
revised  calculation  of  the  FY  2009  MS- 
LTC-DRG  relative  weights  when  FY 
2008  claims  data  from  the  December 
2008  update  of  the  LTCH  files  were 
available  at  the  time  the  misapplication 
of  our  established  budget  neutrality 
methodology  was  discovered.  Section 
307(b)  of  the  BIPA  of  2000  did  indeed 
require  that  in  developing  the  LTCH 
PPS  system,  in  addition  to  accounting 
for  “different  resource  use  of  long-term 
care  hospital  patients,”  in  setting  DRG 
weights,  we  use  the  “most  recently 
available  hospital  discharge  data.” 
Consistent  with  our  historical  policy  of 
using  the  best  available  data,  our  annual 
updates  to  each  data-driven  element  of 
the  LTCH  PPS,  such  as  relative  weights, 
payment  rates,  market  basket 
percentages,  and  HCO  thresholds,  are 


based  on  the  most  recently  available 
hospital  discharge  data  at  the  time  those 
elements  are  developed.  Thus,  when  we 
revised  the  FY  2009  MS-LTC-DRG 
relative  weights  in  the  interim  final  rule 
with  comment  period,  the  calculations 
were  based  on  the  specific  data  set  used 
at  the  time  the  FY  2009  MS-LTC-DRG  ' 
relative  weights  were  initially 
established  (73  FR  48550  through 
48551).  As  noted  in  the  interim  final 
rule  with  comment  period,  we  failed  to 
follow  our  established  methodology  at 
that  time,  and  we  believe  it  is 
appropriate  in  revising  the  FY  2009 
MS-LTC-DRG  relative  weights 
prospectively,  to  apply  the  correct 
methodology  to  the  same  data  set. 
Therefore,  we  are  not  adopting  the 
commenters’  suggestion  to  utilize  the 
December  .2008  update  of  the  FY  2008 
MedPAR  claims  in  determining  the 
revised  FY  2009  MS-LTC-DRG  relative 
weights,  as  that  was  not  the  most 
recently  available  set  of  data  used  at  the 
time  the  FY  2009  MS-LTC-DRG  relative 
weights  were  established.  However,  we 
note  that  any  changes  in  patient 
resource  that  may  exist  based  on  the  FY 
2008  LTCH  claims  data  will  be  reflected 
in  the  RY  2010  MS-LTC-DRG  relative 
weights,  which  were  determined  based 
upon  those  data,  as  discussed  in  section 
VIII. B. 3.  of  this  final  rule. 

Comment:  Several  commenters 
asserted  that  the  June  3,  2009  interim 
final  rule  with  comment  perjod  violated 
“notice  and  comment”  rulemaking 
procedures  as  required  by  the  Social 
Security  Act  and  the  Administrative 
Procedure  Act  (APA).  A  number  of  these 
commenters  maintained  that  without 
notice  and  comment  rulemaking,  the 
public  has  not  been  given  a  sufficient 
opportunity  to  review  the  new 
methodology  and  determine  if  CMS’ 
most  recent  effort  to  calculate  budget 
neutrality  for  FY  2009  is  correct.  The 
commenters  disagreed  with  the  waiver 
of  proposed  rulemaking,  the  delay  of  the 
effective  date,  and  the  60-day  comment 
period  and  were  not  convinced  that 
good  cause  was  present  in  order  to 
justify  the  use  of  emergency  rulemaking 
procedures.  In  light  of  these  concerns, 
two  commenters  suggested  that  CMS 
withdraw  the  interim  final  rule  with 
comment  period  or  at  least  convert  it  to 
a  proposed  rule  which  would  serve  as 
appropriate  “notice  and  comment.” 

Response:  We  do  not  agree  with  the 
commenters  that  we  have  violated  the 
“notice  and  comment”  rulemaking 
requirements  of  section  553(d)  of  the 
APA  and  section  1871  of  the  Social 
Security  Act.  As  we  noted  in  the  June 
3,  2009  interim  final  rule  with  comment 
period,  we  ordinarily  publish  a 
proposed  rule  and  provide  a  period  for 
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public  comment  before  the  effective 
date  of  the  rule.  We  also  typically 
provide  a  30-day  delay  in  the  effective 
date  of  a  rule  in  accordance  with  section 
553(d)  of  the  APA,  and  section  1871  of 
the  Act.  However,  both  the  prior  notice- 
and-comment  procedure  and  the  delay 
in  the  effective  date  can  be  waived  if  the 
Secretary,  for  good  cause,  finds  that  it  is 
impracticable,  unnecessary,  or  contrary 
to  the  public  interest  and  incorporates  a 
statement  of  the  finding  and  its  reasons 
in  the  notice  issued.  In  the  instant  case, 
we  believe  that  it  was  unnecessary  to 
undertake  prior  notice-and-comment 
rulemaking  or  provide  a  delay  in  the 
effective  date  because  the  June  3,  2009 
interim  final  rule  with  comment  simply 
reflected  the  appropriate  application  of 
the  established  methodology  set  forth  in 
the  FY  2009  IPPS  final  rule  (73  FR 
48550  through  48551).  Because  section 
307(b)(1)  of  the  BIPA  of  2000  authorizes 
the  Secretary  to  provide  for  an  annual 
update  of  the  LTCH  PPS  MS-LTC-DRG 
relative  weights,  and  the  methodology 
used  to  update  the  MS-LTC-DRG 
relative  weights  have  been  previously 
subject  to  public  comment,  we  do  not 
believe  that  an  additional  comment 
period  or  a  delay  in  the  effective  date 
was  necessary.  (We  also  note  that, 
historically,  our  annual  proposed 
update  of  the  LTCH  PPS  proposed 
payment  rates  and  MS-LTC-DRG 
relative  weights  are  based  upon 
established  methodology,  and  it  is 
expected  that  these  numbers  will  be 
updated  in  the  final  rule  based  on  more 
recent  data,  without  being  subject  to 
additional  public  comment.)  We 
continue  to  believe  that  an  interim  final 
rule  with  comment  period  was  the 
appropriate  vehicle  for  establishing  the 
revised  FY  2009  MS-LTC-DRG  relative 
weights. 

As  noted  in  earlier  responses,  our 
revision  of  these  relative  weights  was 
necessitated  by  a  recently  discovered 
misapplication  of  our  established 
•budget  neutrality  methodology.  In 
response  to  the  commenters  who 
express  concern  that  the  absence  of  a 
60-day  comment  period  deprived  them 
of  an  opportunity  to  review  the  new 
application  of  the  methodology  to 
determine  if  CMS’  most  recent  effort  to 
calculate  the  budget  neutral  FY  2009 
MS-LTC-DRG  relative  weights  is 
correct,  we  note  that  the  methodology 
used  to  calculate  budget  neutrality  for 
the  MS-LTC-DRGs  was  originally 
established  in  the  FY  2008  IPPS  final 
rule  (72  FR  26882  through  26884). 

In  addition,  we  continue  to  believe 
that  it  is  impracticable  to  undertake 
prior  notice-and-comment  rulemaking 
or  provide  a  delay  in  the  effective  date 
because,  as  stated  above,  the  June  3, 


2009  interim  final  rule  with  comment 
period  makes  a  prospective  revision  to 
the  FY  2009  MS-LTC-DRG  relative 
weights  to  reflect  proper  application  of 
the  applicable  established  methodology 
and,  therefore,  should  be  applied  in  as 
timely  a  manner  as  possible.  Therefore, 
we  believe  that  we  have  good  cause  to 
waive  notice-and-comment  rulemaking 
procedures,  as  well  as  the  30-day  delay 
in  the  effective  date. 

Comment:  One  commenter  requested 
that  CMS  consider  phasing  in  the 
revised  MS-LTC-DRG  relative  weights 
over  a  3-year  period,  given  the 
anticipated  impact  on  LTCHs  of  the 
estimated  reduction  in  Medicare 
payments. 

Response:  We  do  not  believe  that  a 
phase-in  of  the  revised  FY  2009  MS- 
LTC-DRG  relative  weights  is  either 
necessary  or  appropriate.  For  the  first  • 
two-thirds  of  FY  2009,  Medicare 
payments  to  LTCHs  were  higher  than 
what  they  would  have  been  had  the 
misapplication  of  the  budget  neutrality 
methodology  not  occurred.  In  revising 
the  FY  2009  MS-LTC-DRG  relative 
weights,  Medicare  payments  will  be 
based  on  our  established  methodology 
and  data  analysis,  and  we  believe  that 
we  will  be  properly  making  payments 
reflecting  the  actual  LTCH  resource  use 
for  LTCH  cases  for  each  MS-LTC-DRG. 
Therefore,  we  are  not  adopting  the 
commenters’  suggestion  to  phase  in  the 
revised  MS-LTC-DRG  relative  weights. 

We  note  that  the  public  comments 
that  we  received  on  the  RY  2010  LTCH 
PPS  supplemental  proposed  rule,  which 
was  published  on  June  3,  2009  in  the 
Federal  Register,  regarding  the 
proposed  RY  2010  MS-LTC-DRG 
relative  weights  and  the  proposed  HCO 
fixed-loss  amount  for  RY  2010  are 
addressed  in  section  VIII.C.3  of  the 
preamble  and  section  V.  of  the 
Addendum  to  this  final  rule. 

D.  Finalization  of  the  June  3,  2009 
Interim  Final  Rule  With  Comment 
Period 

After  consideration  of  the  public 
comments  we  received  on  the  June  3, 
2009  interim  final  rule  with  comment 
period,  we  are  finalizing,  without 
modification,  the  FY  2009  MS-LTC- 
DRG  relative  weights  presented  in  that 
interim  final  rule  with  comment  period, 
which  are  currently  in  effect. 

E.  Regulatory  Impact  Analysis  for  the 
June  3,  2009  Interim  Final  Rule  With 
Comment  Period 

As  we  stated  in  the  June  3,  2009 
interim  final  rule  with  comment  period, 
we  examined  the  impacts  of  that  interim 
final  rule  with  comment  period  as 
required  by  Executive  Order  12866 


(September  1993,  Regulatory  Planning 
and  Review),  the  Regulatory  Flexibility 
Act  (RFA)  (September  19,  1980,  Pub.  L. 
96-354),  section  1102(b)  of  the  Social 
Security  Act,  the  Unfunded  Mandates 
Reform  Act  of  1995  (Pub.  L.  104-4), 
Executive  Order  13132  on  Federalism, 
and  the  Congressional  Review  Act  (5 
U.S.C.  804  (2)). 

The  regulatory  impact  analysis 
presented  in  the  June  3,  2009  interim 
final  rule  with  comment  period  remains 
the  same.  Therefore,  we  are  not 
reprinting  it  in  this  document.  We  refer 
readers  to  that  interim  final  rule  with 
comment  period  (74  FR  26549  through 
24950)  for  the  details  of  that  analysis. 

In  accordance  with  the  provisions  of 
Executive  Order  12866,  this  regulation 
was  reviewed  by  the  Office  of 
Management  and  Budget. 

X.  Finalization  of  Two  Interim  Final 
Rules  With  Comment  Period  That 
Implemented  Certain  Provisions  of  * 
Section  114  of  the  Medicare,  Medicaid, 
and  SCHIP  Extension  Act  of  2007  (Pub. 

L.  110-173)  Relating  to  Payments  to 
LTCHs  and  LTCH  Satellite  Facilities 

A.  Background 

On  May  6,  2008,  we  published  in  the 
Federal  Register  (73  FR  24871)  an 
interim  final  rule  with  comment  period 
to  implement  certain  provisions  of 
section  114  of  the  Medicare,  Medicaid, 
and  SCHIP  Extension  Act  of  2007 
(MMSEA)  (Pub.  L.  110-173)  relating  to 
LTCHs.  Specifically,  the  May  6,  2008 
interim  final  rule  with  comment  period 
(CMS-1493-IFC)  implemented  section 
114(c)(3)  and  sections  114(e)(1)  and 
(e)(2)  of  the  MMSEA.  Section  114(c)(3) 
of  the  MMSEA  established  a  3-year 
delay  in  the  application  of  certain 
provisions  regarding  the  payment 
adjustment  for  short-stay  outliers. 
Sections  114(e)(1)  and  (e)(2)  of  the 
MMSEA  made  revisions  to  the  RY  2008 
standard  Federal  rate. 

On  May  22,  2008,  we  published  in  the 
Federal  Register  (73  FR  29699)  another 
interim  final  rule  with  comment  period 
to  implement  other  provisions  of  section- 
114  of  the  MMSEA  relating  to  LTCHs 
and  LTCH  satellite  facilities. 

Specifically,  the  May  22,  2008  interim 
final  rule  with  comment  period  (CMS- 
1493-IFC2)  implemented  sections 
114(c)(1)  and  (c)(2)  and  section  114(d)  of 
the  MMSEA.  Sections  114(c)(1)  and 
(c)(2)  of  the  MMSEA  established  a  3- 
year  delay  in  the  application  of  certain 
payment  policies  that  apply  payment 
adjustments  for  discharges  from  LTCHs 
and  LTCH  satellites  that  were  admitted 
from  certain  referring  hospitals  in 
excess  of  various  percentage  thresholds. 
Section  114(d)  of  the  MMSEA 
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established  a  3-year  moratorium  on  the 
establishment  of  new  LTCHs  and  LTCH 
satellite  facilities;  and  on  increases  in 
beds  in  existing  LTCHs  and  LTCH 
satellite  facilities,  with  certain 
exceptions. 

The  American  Recovery  and 
Reinvestment  Act  of  2009  (ARRA)  (Pub. 

L.  111-5)  modified  several  of  the  LTCH- 
related  provisions  set  forth  in  sections 
114(c)  and  (d)  of  the  MMSEA 
implemented  in  the  May  22,  2008 
interim  final  rule  with  comment  period. 
Specifically,  section  4302  of  the  ARRA 
amended  sections  114(c)(1),  (c)(2),  and 
(d)(3)  of  the  MMSEA.  We  have  issued 
instructions  to  the  fiscal  intermediaries 
and  MACs  interpreting  the  ARRA 
amendments  (Change "Request  6444). 
Section  XI.  of  this  document  contains  an 
interim  final  rule  that  addresses  the 
specific  modifications  that  section  4302 
of  the  ARRA  made  to  sections  114(c)(1), 
(c)(2)  and  (d)(3)  of  the  MMSEA. 

In  this  section  of  this  final  rule,  we 
respond  to  comments  and  finalize 
policies  implemented  in  the  May  6  and 
the  May  22,  2008  interim  final  rules 
with  comment  period  relating  to  those 
provisions  of  sections  114(c),  (d),  and  (e)~ 
of  the  MMSEA  that  were  not  otherwise 
modified  by  section  4302  of  the  ARRA. 

B.  May  6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Section  114(c)(3)  of  the 
MMSEA  Regarding  Certain  Short-Stay 
Outlier  Cases 

1.  Background 

In  the  RY  2003  LTCH  PPS  final  rule 
(67  FR  55995),  we  established  at 
§  412.529  a  special  payment  policy  for 
short-stay  outlier  (SSO)  cases.  SSO  cases 
are  cases  with  a  covered  LOS  that  is  less 
than  or  equal  to  five-sixths  of  the 
geometric  average  LOS  for  each  LTC- 
DRG  (67  FR  55995  through  56000). 

Under  the  SSO  policy,  we  adjusted  the 
per  discharge  payment  for  SSO  cases 
under  the  LTCH  PPS  by  the  least  of  the 
following  three  options:  (1)  120  percent 
of  the  estimated  cost  of  the  case;  (2)  120 
percent  of  the  LTC-DRG  specific  per 
diem  amount  multiplied  by  the  covered 
LOS  of  that  discharge;  or  (3)  the  full 
LTC-DRG  payment.  Since  the 
implementation  of  the  LTCH  PPS,  we 
have  continued  to  collect  and  evaluate 
data  from  the  LTCH  PPS  claims,  which 
revealed  that  a  large  percentage  of  SSO 
cases  had  a  covered  LOS  of  14  days  or 
less.  Based  on  these  findings,  we  further 
revised  our  payment  policy  for  SSO 
cases  in  the  RY  2007  LTCH  PPS  final 
rule  for  LTCHs  defined  by  section 
1886(d)(l)(B)(iv)(I)  of  the  Act.  (We  refer 
the  reader  to  the  LTCH  PPS  final  rule  for 
RY  2007  (71  FR  27845  through  27870) 


for  a  detailed  description  of  the 
revisions  to  our  SSO  policy  for  RY 
2007.) 

In  the  RY  2008  LTCH  PPS  final  rule, 
we  further  revised  the  SSO  policy  based 
upon  additional  analysis  of  FY  2005 
MedPAR  data.  At  that  time,  we  stated 
that  LTCH  SSO  cases  with  LOS  that  are 
equal  to  or  less  than  the  IPPS  average 
LOS  plus  one  standard  deviation  for  the 
same  DRGs  under  the  IPPS  appeared  to 
be  comparable  to  typical  stays  at  acute 
care  hospitals  (72  FR  26904  through 
26918).  Accordingly,  in  the  RY  2008 
LTCH  PPS  final  rule  we  established  an 
additional  payment  option  for  SSO 
cases  under  the  LTCH  PPS  for 
discharges  occurring  on  or  after  July  1, 
2007.  Specifically,  the  covered  LOS  of  a 
SSO  case  which  has  been  assigned  to  a 
particular  MS-LTC-DRG  is  compared  to 
the  average  LOS  plus  one  standard 
deviation  for  the  same  DRG  under  the 
IPPS,  which  we  call  the  “IPPS 
comparable  threshold”  (72  FR  26870 
and  26906).  Thus,  for  a  LTCH  SSO  case 
that  is  within  the  “IPPS  comparable 
threshold,”  we  added  an  additional 
payment  option  based  on  an  amount 
comparable  to  the  hospital  IPPS  per 
diem  amount  determined  under 
§  412.529(d)(4).  (For  a  detailed 
discussion  of  the  RY  2008  revision  to 
the  SSO  policy,  we  refer  the  reader  to 
the  RY  2008  LTCH  PPS  final  rule  (72  FR 
26904  through  26918). 

In  summary,  as  established  in 
§412.529,  for  LTCH  discharges 
occurring  on  or  after  July  1,  2008  from 
a  LTCH  defined  under  section 
1886(d)(l)(B)(iv)(I),  Medicare  pays  the 
least  of  the  following: 

•  100  percent  of  the  estimated  cost  of 
the  case; 

•  120  percent  of  the  LTC-DRG 
specific  per  diem  amount  multiplied  by 
the  covered  LOS  of  the  particular  case; 

•  The  full  LTC-DRG  payment;  or  by 

•  Comparing  the  covered  LOS  for  a 
SSO  case  and  the  “IPPS  comparable 
threshold”  in  one  of  the  following 
manners: 

•  The  blend  of  the  120  percent  of  the 
LTC-DRG  specific  per  diem  amount  and 
an  amount  comparable  to  the  IPPS  per 
diem  amount  specified  in 

§  412.529(c)(2)(iv)  for  cases  where  the 
covered  LOS  for  a  SSO  case  is  greater 
than  the  “IPPS  comparable  threshold”; 
or 

•  An  amount  comparable  to  the 
hospital  IPPS  per  diem  amount 
determined  under  §  412.529(d)(4)  for 
cases  where  the  covered  LOS  for  a  SSO 
is  less  than  or  equal  to  the  “IPPS 
comparable  threshold.” 

Revisions  to  the  SSO  policy  payment 
options  that  were  finalized  in  RY  2007 
and  RY  2008  were  not  applied  to  the 


unique  situation  of  a  hospital 
designated  as  a  LTCH  by  Congress  . 
under  section  1886(d)(l)(B)(iv)(II)  of  the 
Act,  that  is,  (a  “subclause  (II)”  LTCH) 

(71  FR  27863  and  72  FR  26907). 

2.  Public  Comments  Received  on  the 
May  6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Sections  114(e)(1)  and 
(e)(2)  of  the  MMSEA 

Section  114(c)(3)  of  the  MMSEA 
provides  that  “(t}he  Secretary  shall  not 
apply,  for  the  3-year  period  beginning 
on  the  date  of  the  enactment  of  this  Act, 
the  amendments  finalized  op  May  11, 
2007  (72  FR  26904,  26992)  made  to  the 
short-stay  outlier  payment  provision  for 
long-term  care  hospitals  contained  in 
section  412.529(c)(3)(i)  of  title  42,  Code 
of  Federal  Regulations,  or  any  similar 
provision.”  Accordingly,  we  stated  in 
the  May  6,  2008  interim  final  with 
comment  period  that,  “for  discharges 
beginning  on  or  after  December  29,  2007 
and  before  December  29,  2010,  the 
fourth  SSO  payment  option  based  on 
the  ‘IPPS  comparable  threshold’  as 
discussed  above  shall  not  apply”  (73  FR 
24875). 

Specifically,  in  that  interim  final  with 
comment  period  we  noted  that,  “during 
the  3-year  period  specified  above,  for 
each  SSO  case  treated  as  a  LTCH 
defined  under  section 
1886(d)(l)(B)(iv)(I)  of  the  Act,  Medicare 
will  pay  the  least  of:  (1)  100  percent  of 
the  estimated  cost  of  the  case;  (2)  120 
percent  of  the  LTC-DRG  specific  per 
diem  amount  multiplied  by  the  covered 
LOS  of  the  particular  case;  (3)  the  full 
LTC-DRG  payment;  or  (4)  the  blend  of 
the  120  percent  of  the  LTC-DRG 
specific  per  diem  amount  and  an 
amount  comparable  to  the  IPPS  per 
diem  amount  specified  in 
§  412.529(c)(2)(iv)”  (73  FR  24875). 

Comment:  All  of  the  commenters 
strongly  supported  our  implementation 
of  the  modification  to  the  SSO  policy 
required  by  section  114(c)(3)  of  the 
MMSEA. 

Response:  We  appreciate  these 
comments. 

Accordingly,  we  are  finalizing  our 
changes  at  §§  412.529(c)  and  (f)  of  the 
regulations  pertaining  to  the  payment  of 
SSO  cases  that  implemented  section 
114(c)(3)  of  the  MMSEA.  Specifically, 
we  are  finalizing  the  following  changes 
to  our  regulation  text  made  in  the  May 
6,  2008  interim  final  rule  with  comment 
period:  revising  paragraphs  (c)(1) 
through  (c)(3),  redesignating  paragraph 
(c)(4)  as  paragraph  (f),  and  revising 
newly  redesignated  paragraph  (f). 

In  the  May  6,  2008  interim  final  rule 
with  comment  period,  we  also  noted 
that  we  had  not  made  any  substantive 
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changes  to  the  policy  for  reconciliation 
of  SSO  payment  (other  than  those 
associated  with  implementing  section 
114(c)(3)  of  the  MMSEA)  and  that  the 
redesignation  of  the  paragraph  (c)(4)  as 
paragraph  (f),  in  addition  the  heading 
changes,  are  simply  reorganizational 
changes  intended  to  make  the 
regulations  in  this  section  more 
accessible. 

In  the  May  6,  2008  interim  final  rule 
with  comment  period,  we  also  noted 
that  in  amending  the  regulations,  we 
discovered  that  several  citations  under 
existing  paragraph  (c)(4)  were  incorrect, 
originating  from  the  RY  2008  final  rule 
when  we  redesignated  this  paragraph 
from  (c)(3)  to  (c)(4)  (which  was  also  an 
organizational  change  and  not  a 
substantive  policy  change  to  the  policy 
on  reconciliation  of  SSO  payment)  but 
inadvertently  did  not  change  the 
citations  to  correspond  to  the 
redesignation.  We  are  therefore 
finalizing  the  corrected  citations  in  the 
redesignated  paragraph  (f)  (73  FR 
24875). 

C.  May  6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  Sections  114(e)(  1 )  and 
(e)(2)  of  the  MMSEA  Regarding  the 
Standard  Federal  Rate  for  the  2008 
LTCH  PPS  Rate  Year 

1.  Background 

Section  114(e)(1)  of  the  MMSEA 
provides  that  the  base  rate  for  RY  2008 
“shall  be  the  same  as  the  base  rate  for 
discharges  for  the  hospital  occurring 
during  the  r^te'year  ending  in  2007.” 
Furthermore,  section  114(e)(2)  of  the 
MMSEA  provides  that  section 
1886(m)(2)  shall  not  be  applicable  to 
discharges  occurring  on  or  after  July  1, 
2007,  and  before  April  1,  2008.  We 
implemented  this  provision  in  the  May 
6,  2008  interim  final  rule  with  comment 
period  at  which  time  we  also  solicited 
public  comments. 

In  the  RY  2009  LTCH  PPS  proposed 
rule  (73  FR  5362),  we  noted  that 
consistent  with  our  historical  practice, 
we  proposed  to  update  the  standard 
Federal  rate  for  RY  2009  from  the 
previous  year  based  on  our 
interpretation  of  section  114(e)  of  the 
MMSEA,  as  discussed  in  the  interim 
final  rule  with  comment  period  (73  FR 
24871  through  24875).  This  proposed 
rate  was  finalized  in  the  RY  2009  LTCH 
PPS  final  rule  (73  FR  26804  through 
26807).  (For  a  description  and 
chronology  of  our  ratesetting  policy 
under  the  LTCH  PPS,  we  refer  readers 
to  section  V.A.l.  of  the  Addendum  to 
this  final  rule.) 

Section  114(e)(1)  of  the  MMSEA 
revises  the  base  rate  for  RY  2008. 


Specifically,  section  114(e)(1)  of  the 
MMSEA  adds  a  new  section  1886(m)(2) 
to  the  Act,  which  provides  that  the  base 
rate  for  RY  2008  “shall  be  the  same  as 
the  base  rate  for  discharges  for  the 
hospital  occurring  during  the  rate  year 
ending  in  2007.”  In  addition,  section 
114(e)(2)  of  the  MMSEA  indicates  that 
section  1886(m)(2)  of  the  Act  “shall  not 
apply  to  discharges  occurring  on  or  after 
July  1,  2007,  and  before  April  1,  2008” 
(that  is,  the  first  9  months  of  RY  2008). 

In  the  May  6,  2008  interim  final  rule 
with  comment  period,  we  noted  that  the 
statute  uses  the  term  “base  rate,”  which 
is  not  a  defined  term  in  either  section 
1886(m)  of  the  Act  or  in  42  CFR  part 
412,  Subpart  O.  As  we  explained  in  the 
LTCH  PPS  RY  2009  final  rule  (73  FR 
26805),  we  interpret  that  term  to  refer  to 
the  standard  Federal  rate. 

Under  this  interpretation,  the 
standard  Federal  rate  for  RY  2008  would 
be  the  same  as  the  standard  Federal  rate 
for  RY  2007,  that  is,  the  0.71  percent 
update  finalized  in  the  RY  2008  LTCH 
PPS  final  rule  would  be  reversed.  (In  the 
RY  2008  LTCH  PPS  final  rule  (72  FR 
26887  through  26890),  we  established 
(at  §412.523(c)(3)(iv)  of  the  regulations) 
the  revised  standard  Federal  rate  for  RY 
2008  at  $38,086.04,  the  same  as  it  had 
been  for  RY  2007.)  As  specified  by 
section  114(e)(2)  of  the  MMSEA, 
Medicare  payments  beginning  on  and 
after  July  1,  2007,  and  before  April  1, 
2008  would  be  calculated  based  on  the 
standard  Federal  rate  that  we 
established,  in  the  RY  2008  LTCH  PPS 
final  rule,  effective  from  July  1,  2007, 
through  June  30,  2008,  at  $38,356.45  (72 
FR  26890). 

As  we  stated  in  the  May  6,  2008 
interim  final  rule  with  comment  period, 
we  do  not  believe  that  the  term  “base 
rate”  could  refer  to  the  “unadjusted 
rate”  because  the  unadjusted  rate  for  RY 
2008  would  be  updated  by  the 'current 
year’s  update  factor  in  order  to 
determine  the  standard  Federal  rate  for 
RY  2008  (that  is,  to  determine  the 
standard  Federal  rate  for  any  given  rate 
year,  the  previous  year’s  standard 
Federal  rate,  which  we  refer  to  as  the 
“unadjusted  rate,”  is  updated  by  the 
current  year’s  update  factor),  and  doing 
so  would  result  in  the  same  Federal  rate 
for  RY  2008  as  was  adopted  in  the  RY 
2008  LTCH  PPS  final  rule.  To  illustrate 
this  scenario  mathematically,  if  “base 
rate”  is  interpreted  to  mean  “unadjusted 
rate,”  the  “unadjusted  rate”  for  RY  2008 
($38,086.04)  would  be  the  same  as  the 
RY  2007  “unadjusted  rate”  ($38,086.04). 
The  RY  2008  “unadjusted  rate”  of 
$38,086.04  would  subsequently  be 
updated  by  the  0.71  percent  update 
factor  finalized  in  the  RY  2008  final 
rule,  resulting  in  a  standard  Federal  rate 


for  RY  2008  of  $38,356.45,  which  is  the 
same  standard  Federal  rate  that  was 
originally  finalized  in  the  RY  2008  final 
rule.  If  we  adopted  this  interpretation, 
we  believe  that  LTCH  PPS  payments 
would  be  unaffected  by  section  114(e)(1) 
of  the  MMSEA.  Therefore,  we  believe 
that  the  term  “base  rate”  used  in  section 
114(e)(1)  of  the  MMSEA  refers  to  the 
standard  Federal  rate. 

In  the  RY  2008  LTCH  PPS  final  rule 
(72  FR  26890),  we  originally  established 
a  standard  Federal  rate  of  $38,356.45  for 
the  2008  LTCH  PPS  rate  year  that  was 
based  on  the  best  available  data  and 
policies  established  in  that  final  rule.  As 
discussed  above,  section  114(e)  of  the 
MMSEA  revised  the  standard  Federal 
rate  for  RY  2008.  Specifically,  section 
114(e)(1)  of  the  MMSEA  provides  that 
under  the  new  section  1886(m)(2)  of  the 
Act,  the  standard  Federal  rate  for  RY 
2008  shall  be  the  same  as  the  standard 
Federal  rate  for  RY  2007.  The  standard 
Federal  rate  for  RY  2007  was  $38,086.04 
(71  FR  27818).  Thus,  to  implement 
114(e)(1)  of  the  MMSEA,  in  the  May  6, 
2008  interim  final  rule  with  comment 
period,  we  established  that  the  RY  2008 
standard  Federal  rate  is  $38,086.04  (the 
same  as  the  standard  Federal  rate  for 
2007). 

However,  section  114(e)(2)  of  the 
MMSEA  expressly  delays  the 
application  of  the  revised  RY  2008 
standard  Federal  rate.  Specifically, 
section  114(e)(2)  of  the  MMSEA  states 
that  the  revised  RY  2008  standard 
Federal  rate  “shall  not  apply  to 
discharges  occurring  on  or  after  July  1, 

2007,  and  before  April  1,  2008.” 
Therefore,  we  stated  that  LTCH 
payments  for  discharges  occurring  on  or 
after  July  1,  2007  through  March  31, 

2008,  would  continue  to  include  an 
adjustment  of  0.71  percent,  that  is, 
payments  would  be  based  on  the 
standard  Federal  rate  in 
§412.523(c)(3)(iii),  updated  by  0.71 
percent.  Accordingly,  for  discharges 
occurring  on  or  after  April  1,  2008 
through  June  30,  2008,  we  would  apply 
the  revised  RY  2008  standard  Federal 
rate  of  $38,086.04,  while  payments  for 
discharges  occurring  from  July  1,  2007, 
through  March  31,  2008  would  be 
determined  based  on  the  standard 
Federal  rate  in  §  412.523(c)(3)(iii) 
increased  by  0.71  percent,  that  is, 
$38,356.45.  In  the  May  6,  2008  interim 
final  rule  with  comment  period,  we 
revised  §412.523(c)(iv)  to  conform  to 
the  revision  of  the  standard  Federal  rate 
for  RY  2008  under  section  114(e)  of  the 
MMSEA  and  to  specify  how  payments 
are  determined  during  RY  2008. 

In  the  May  6,  2008  interim  final  rule 
with  comment  period,  we  also  noted 
that  section  114(e)  of  the  MMSEA 
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affected  the  HCO  fixed-loss  amount 
currently  in  effect  since  it  revises  the 
standard  Federal  rate  for  RY  2008  and 
the  standard  Federal  rate  is  used  to 
determine  the  fixed-loss  amount. 
Specifically,  the  fixed-loss  amount  that 
was  applied  when  the  MMSEA  was 
enacted  (December  29,  2007)  was 
determined  based  on  a  standard  Federal 
rate  of  $38,356.45.  (See  the  RY  2008 
LTCH  PPS  final  rule  (72  FR  26896 
through  26899),  as  amended  by  the  RY 
2008  correction  notice  (72  FR  36613)  for 
a  discussion  of  the  methodology  and 
data  used  to  determine  the  current 
fixed-loss  amount  for  RY  2008.)  In  that 
interim  final  rule  with  comment  period, 
we  stated  that  since  payment  for 
discharges  occurring  on  or  after  April  1, 
2008,  through  June  30,  2008,  will  be 
based  on  the  revised  RY  2008  standard 
Federal  rate  of  $38,086.04,  consistent 
with  the  existing  regulations  at 
§  412.525(a),  in  order  to  maintain 
estimated  total  payments  for  HCO  cases 
at  8  percent  of  the  estimated  total 
payments,  we  were  also  revising  the 
HCO  fixed-loss  amount.  Accordingly, 
under  the  broad  authority  conferred 
upon  the  Secretary  by  section  123  of  the 
BBRA,  as  amended  by  section  3p7(b)  of 
the  BIPA,  to  make  appropriate 
adjustments  to  the  LTCH  PPS,  the 
revised  HCO  fixed-loss  amount  effective 
for  discharges  occurring  on  or  after 
April  1,  2008,  through  June  30  2008, 
was  set  at  $20,707.  This  revised  fixed- 
loss  amount  was  determined  using  the 
same  data  and  methodology  presented 
in  the  RY  2008  LTCH  PPS  final  rule  and 
takes  into  account  the  revised  RY  2008 
standard  Federal  rate  as  provided  for  in 
the  MMSEA  (discussed  above). 

2.  Public  Comments  Received  on  the 
May  6,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 

Comment:  Several  commenters 
disagreed  with  our  interpretation  of 
section  114(e)(2)  of  the  MMSEA,  which 
specifies  that  “for  discharges  occurring 
during  the  rate  year  ending  in  2008  for 
a  hospital,  the  base  rate  for  such 
discharges  for  the  hospital  shall  be  the 
same  as  the  base  rate  for  discharges  for 
the  hospital  occurring  during  the  rate 
year  ending  in  2007.”  The  commenters 
urged  CMS  to  base  the  RY  2009^ 
standard  Federal  rate'update  on  the 
original  RY  2008  rate  when  it  finalizes 
the  MMSEA  provisions.  The 
commenters  further  noted  that  section 
114(e)  of  the  MMSEA  provides  that  the 
RY  2007  base  rate  only  be  utilized  for 
the  last  three  months  of  RY  2008,  and 
that  the  initial  RY  2008  base  rate  be 
utilized  for  July  1,  2007,  through  April 
1,  2008.  The  commenters  asserted  that 
there  is  no  statutory  requirement  that 


the  RY  2009  standard  Federal  rate  be 
calculated  based  on  the  RY.2007  rate.  In 
fact,  the  commenters  noted,  that  the 
language  of  the  provision,  indicates  that 
the  RY  2007  standard  Federal  rate  is  to 
be  applied  only  to  “discharges  occurring 
during  the  rate  year  ending  in  2008.” 
They  contended  that  when  CMS  used 
the  “revised”  RY  2008  standard  Federal 
rate,  this  policy  determination  affected 
not  only  the  RY  2009  standard  Federal 
rate  but  every  rate  year  thereafter  and 
that  Congress  did  not  intend  this. 
Therefore,  the  commenters  asserted  that 
our  interpretation  of  section  114(e)(1)  of 
the  MMSEA  constitutes  retroactive 
rulemaking.  Furthermore,  the 
commenters  stated  that  our 
interpretation  of  section  114(e)(2)  of  the 
MMSEA  violates  our  existing 
regulations  at  §§  412.523(a)(1)  and  (a)(2) 
that  state  that  CMS  uses  the  “best 
Medicare  data  available”  to  adjust  the 
“most  recent  estimate”  of  increases  in 
the  market  basket  when  computing  the 
standard  Federal  rate,  which  is  based  on 
using  data  from  the  previous  rate  year. 

Response:  We  disagree  with  the 
commenters  that  updating  the  RY  2008 
standard  Federal  rate  based  on  the 
MMSEA  revised  RY  2008  standard 
Federal  rate  of  $38,086.04  represents  a 
misinterpretation  of  section  114(e)(1)  of 
the  MMSEA.  As  we  noted  in  response 
to  similar  comments  that  we  received  on 
this  issue  after  we  published  the  RY 
2009  LTCH  PPS  proposed  rule  (73  FR 
3560  through  3562),  we  continue  to 
believe  that  the  approach  that  we 
finalized  in  the  RY  2009  LTCH  PPS  final 
rule  (73  FR  26805)  for  calculating  the 
RY  2009  standard  Federal  rate  is 
appropriate,  and  consistent  with  a  plain 
reading  of  the  statute  and  our  historic 
methodology  for  calculating  the 
standard  Federal  rate. 

Section  114(e)(1)  of  the  MMSEA  adds 
section  1886(m)(2)  to  the  Act,  which 
specifies  the  standard  Federal  rate  for 
RY  2008.  Specifically,  section 
1886(m)(2)  provides  that  “for  discharges 
occurring  during  the  rate  year  ending  in 
2008  for  a  hospital,  the  base  rate  for 
such  discharges  for  the  hospital  shall  be 
the  same  as  the  base  rate  for  discharges 
for  the  hospital  occurring  during  the 
rate  year  ending  in  2007.”  Section 
1886(m)(2)  of  the  Act,  on  its  face, 
explicitly  provides  for  a  single  revised 
RY  2008  standard  Federal  rate.  With 
respect  to  section  114(e)(2)  of  the  - 
MMSEA,  this  section  provides  that 
section  1886(m)(2)  of  the  Act  shall  not 
apply  to  discharges  occurring  on  or  after 
July  1,  2007,  and  before  April  1,  2008. 
When  read  together,  we  believe  that 
section  1886(m)(2)  of  the  Act  and 
section  114(e)(2)  of  the  MMSEA  provide 
that  the  revised  RY  2008  standard 


Federal  rate  (which  is  the  same  as  the 
RY  2007  standard  Federal  rate)  is  the 
standard  Federal  rate  for  all  of  RY  2008. 
However,  for  payment  purposes, 
discharges  occurring  on  or  after  July  1, 
2007,  and  before  April  1,  2008  simply 
will  not  be  paid  based  on  that  revised 
RY  2008  standard  Federal  rate. 

In  contrast  to  the  commenters’  belief 
that  section  114(e)(2)  of  the  MMSEA 
limits  the  reduced  standard  Federal  rate 
in  section  1886(m)(2)  of  the  Act  to 
merely  a  3-month  period  (that  is,  the 
part  of  RY  2008  not  included  in  “on  or 
after  July  1,  2007,  and  before  April  1, 
2008”),  this  section  provides  that  the 
standard  Federal  rate  specified  in 
section  1886(m)(2)  of  the  Act  “shall  not 
apply  to  discharges  occurring  on  or  after 
July  1,  2007,  and  before  April  1,  2008.” 
To  the  extent  the  MMSEA  directs  that 
the  revised  standard  Federal  rate  in 
section  1886(m)(2)  of  the  Act  "shall  not 
apply  during  a  specified  per»d,  it  also 
necessarily  means  that  the  standard 
Federal  rate  in  section  1886(m)(2)  of  the 
Act  would  otherwise  apply  for  the 
entire  RY  2008.  We  note  that  section 
1886(m)(2)  of  the  Act  could  have  been 
explicitly  revised  to  state  this  result. 
However,  the  actual  structure  of  section 
114(e)  of  the  MMSEA  contained  two 
distinct  provisions:  at  section 
1886(m)(l)  of  the  Act,  an  express 
indication  of  the  statutory  authority  that 
established  and  implemented  the  LTCH 
PPS;  and  at  section  1886(m)(2)  of  the 
Act,  the  establishment  of  the  “Update 
for  Rate  Year  2008”,  which  the  statute 
specifically  mandates  “shall  be  the  same 
as  the  base  rate  for  discharges  for  the 
hospital  occurring  during  the  rate  year 
ending  2007.”  Following  that  statutory 
amendment  at  sections  1886(m)(l)  and 
(m)(2)  of  the  Act,  specified  in  section 
114(e)(1)  of  the  MMSEA,  section 
114(e)(2)  of  the  MMSEA  (not  included 
in  the  new  subsection  (m)  of  the  Act) 
merely  prohibits  application  of  the 
revised  RY  2008  standard  Federal  rate  to 
discharges  occurring  prior  to  April  1, 
2008.  Therefore,  contrary  to  the 
commenters’  assertion,  we  believe  a 
plain  reading  of  the  statute  provides  that 
the  standard  Federal  rate  for  the  long¬ 
term  care  hospital  prospective  payment 
system  rate  year  beginning  July  1,  2007 
and  ending  June  30,  2008  (that  is,  RY 
2008)  is  the  same  as  the  standard 
Federal  rate  for  the  previous  long-term 
care  hospital  prospective  payment 
system  rate  year  updated  by  zero 
percent  (that  is,  the  same  as  the 
standard  Federal  rate  for  RY  2007). 

In  addition,  Congress  is  aware  that  we 
determine  the  standard  Federal  rate  for 
a  given  year  by  taking  the  standard 
Federal  rate  from  the  previous  year  and 
updating  it.  Our  calculation  of  the 
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proposed  (and  final)  RY  2009  standard 
Federal  rate  is  consistent  with  our  long¬ 
standing  practice  of  calculating  the 
standard  Federal  rate.  Since  Congress 
did  not  expressly  direct  us  to  deviate 
from  that  historical  practice,  the  natural 
presumption  is  that  we  would  take  the 
revised  RY  2008  standard  Federal  rate 
specified  in  section  1886(m)(2)  of  the 
Act  and  update  it  in  order  to  calculate 
the  RY  2009  standard  Federal  rate.  In 
response  to  the  comment  that  the 
MMSEA  did  not  specifically  grant  CMS 
the  authority  to  update  the  RY  2009 
standard  Federal  rate  based  on  the 
revised  RY  2008  standard  Federal  rate 
specified  in  the  MMSEA,  we  note  that 
granting  such  authority  was 
unnecessary.  Congress  had  already 
conferred  broad  discretionary  authority 
to  the  Secretary  under  §  307(b)(1)  of 
Public  Law  106-554  (also  referenced 
under  new  section  1886(m)(l)  of  the 
Act)  to  provide  for  appropriate 
adjustment  to  the  LTCH  PPS,  including 
updates. 

We  also  disagree  with  commenters’ 
assertions  that  the  proposed  RY  2009 
standard  Federal  rate  would  produce  a 
retroactive  effect  and  is  tantamount  to 
retroactive  rulemaking.  We  note  that  the 
RY  2009  standard  Federal  rate  will  be 
prospectively  applied  to  discharges 
beginning  on  July  1,  2008. 

In  response  to  the  commenters’ 
statements  that  we  are  violating  our  own 
existing  regulations  at  §41 2.5 23(a)(1) 
which  sets  forth  the  methodology  for 
calculating  the  annual  Federal 
prospective  payment  rates  based  on  the 
“best  Medicare  data  available,”  and 
utilizing  “the  most  recent  estimate  of 
increases  in  the  prices  of  an  appropriate 
market  basket  *  *  *,”  we  note  that  the 
revised  RY  2008  standard  Federal  rate, 
which  we  are  required  to  use  under 
section  1886(m)(2)  of  the  Act  for 
“discharges  occurring  during  the  rate 
year  ending  in  2008”  was  originally 
calculated  based  on  those  regulatory 
principles.  Furthermore,  the 
determination  of  $39,114.36  as  the  RY 
2009  standard  Federal  rate  was  also 
established  in  full  compliance  with  the 
established  methodology  set  forth  in  our 
regulations  at  §412.523,  using,  as 
Congress  required,  a  RY  2008  rate  which 
is  “*  *  *  the  same  as  the  base  rate  for 
discharges  *  *  *  occurring  during  the 
rate  year  ending  in  2007”  as  set  forth  in 
the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26812). 

After  consideration  of  these 
comments,  we  are  finalizing  the 
regulatory  changes  implementing 
sections  114(e)(1)  and  (e)(2)  of  the 
MMSEA  made  in  the  May  6,  2008 
interim  final  rule  with  comment  period 
without  modification.  Specifically,  we 


are  amending  §412.500  by  revising 
paragraph  (a)  and  §412.523  by  revising 
paragraph  (c)(3). 

D.  May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Implementing  Sections 
114(c)(1)  and  (c)(2)  of  the  MMSEA 
Regarding  Payment  Adjustment  to 
LTCHs  and  LTCH  Satellite  Facilities 

1.  Background 

Our  regulations  at  §412.534, 
implemented  for  cost  reporting  periods 
beginning  on  or  after  FY  2005,  address 
our  concern  that  the  co-location  of 
LTCHs  with  other  hospital-level 
providers  (in  particular,  acute  care 
hospitals)  as  HwHs  and  as  satellites 
provide  an  incentive  for  early 
discharges  from  the  acute  care  hospital 
immediately  followed  by  admissions  to 
the  on-site  LTCH,  resulting  in  two 
Medicare  payments  for  what  was 
essentially  one  episode  of  treatment. 

Specifically,  at  §412.534  of  the 
regulations,  we  established  the 
percentage  threshold  payment 
adjustment  under  which  Medicare 
payments  for  discharges  of  patients  from 
LTCHs  who  are  admitted  from  the 
LTCHs’  co-located  hosts  that  exceeded  a 
specified  percentage  would  be  paid  the 
lesser  of  the  amount  otherwise  payable 
under  the  LTCH  PPS  or  an  amount 
payable  under  the  LTCH  PPS  that  was 
equivalent  to  the  amount  that  would  be 
otherwise  determined  under  the  IPPS. 

At  that  time  we  provided  for  a  4-year 
transition  to  the  full  percentage 
payment  threshold  and  also  established 
higher  percentage  thresholds  for  certain 
LTCHs,  that  is,  those  located  with  rural, 
MSA-dominant  or  urban  single 
hospitals.  (For  a  thorough  discussion  of 
the  regulations  at  §  412.534,  see  the  FY 
2005  IPPS  final  rule  (69  FR  49292 
through  49214).) 

In  the  LTCH  PPS  RY  2008  final  rule, 
we  extended  the  percentage  threshold 
payment  adjustment  to  all  LTCHs  that 
had  not  already  been  governed  under 
the  original  policy  at  §412.534  (72  FR 
26919  through  26944),  including 
grandfathered  LTCH  HwHs  and  LTCH 
satellites  at  §  412.534(h),  and  non-co- 
located  LTCHs.  The  policy  also 
governed  Medicare  discharges  from 
LTCH  HwHs  and  satellites  that  were 
admitted  from  referral  sources  other 
than  their  co-located  hosts  at 
§  412.536(a)(l)(ii)  and  (iii).  When  we 
extended  the  policy  in  §412. 534' to 
grandfathered  LTCH  HwHs  and  LTCH 
satellite  facilities  in  the  RY  2008  LTCH 
PPS  final  rule,  we  provided  for  a 
parallel  3-year  transition  to  the  full 
percentage  threshold  for  cost  reporting 
periods  beginning  on  or  after  July  1 , 
2007  at  §  412.534(h)  for  “grandfathered” 


LTCHs  and  LTCH  satellite  facilities 
discharging  patients  admitted  from  their 
host  hospitals  and  at  §  412.536(f)  for 
discharges  that  were  admitted  to  a 
LTCH  or  LTCH  satellite  facility  from 
any  referring  hospital  with  which  they 
were  not  co-located  (72  FR  26944). 

2.  Payment  Adjustment  to  LTCHs  and 
LTCH  Satellite  Facilities  Specified  by 
Section  114(c)  of  the  MMSEA 

The  enactment  of  section  114(c)  of  the 
MMSEA  required  several  modifications 
to  payment  provisions  applicable  to 
various  types  of  LTCHs  under  the 
regulations  at  §§  412.534  and  412.536. 
(Throughout  this  section,  “LTCH”  or 
“LTCH  satellite  facility”  refers 
exclusively  to  “subclause  (I)”  LTCHs 
and  LTCH  satellite  facilities,  that  is, 
LTCHs  defined  by  section 
1886(d)(l)(B)(iv)(I)  of  the  Act.  This  is 
the  case  because  the  policies  established 
at  §§412.534  and  412.536  do  not  apply 
to  a  “subclause  (II)”  LTCH  defined 
under  section  1886(d)(l)(B)(iv)(II)  (69 
FR  49205  and  72  FR  26924).) 

In  the  May  22,  2008  interim  final  rule 
with  comment  period,  we  revised  our 
regulations  at  §§412.534  and  412.536  to 
implement  the  requirements  of  sections 
114(c)(1)  and  (c)(2)  of  the  MMSEA  (73 
FR  29699  through  29704). 

On  February  17,  2009,  the  ARRA  of 
2009  was  enacted,  which  affected 
several  of  the  policies  established  by  the 
MMSEA  that  we  implemented  in  the 
May  22,  2008  interim  final  rule  with 
comment  period.  In  the  following 
discussion,  we  review  the  policies  that 
we  implemented  in  the  May  22,  2008 
interim  final  with  comment  period,  note 
changes  made  by  section  4302  of  the 
ARRA,  and  respond  to  public  comments 
that  we  received  on  our  implementation 
of  the  MMSEA  provisions  that  were  not 
otherwise  revised  by  the  ARRA.  In 
section  XI.  of  this  document,  we  have 
implemented  the  amendments  made  by 
section  4302  of  the  ARRA  to  certain 
provisions  of  section  114(c)  and  (d)  of 
the  MMSEA  in  an  interim  final  rule 
with  comment  period. 

We  note  that  the  modifications  to  our 
regulations  at  §§412.534  and  412.536 
made  by  section  114(c)  of  the  MMSEA 
were  originalLy  effective  for  cost 
reporting  periods  beginning  on  or  after 
December  29,  2007,'  for  a  3-year  period. 
As  discussed  in  greater  detail  in  the 
interim  final  rule  with  comment  period 
for  the  ARRA  in  section  XI.  of  this 
document,  sections  4302  (a)(1)(B)  and 
(a)(2)(B)  of  the  ARRA  changed  this 
effective  date  to  cost  reporting  periods 
beginning  on  July  1,  2007  or  October  1, 
2007,  as  applicable.  Therefore,  the 
discussion  below  focuses  on  policy 
changes  made  by  section  114(c)  of  the 
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MMSEA  to  our  regulations  at  §§412.534 
and  412.536,  implemented  in  the  May 
22,  2008  interim  final  rule  with 
comment  period,  that  were  otherwise 
unaffected  by  the  amendments  in 
section  4302  of  the  ARRA.  (For  a 
detailed  description  of  each  provision 
originally  promulgated  in  section  114(c) 
of  the  MMSEA,  the  reader  is  directed  to 
the  May  22,  2008  interim  final  rule  with 
comment  period  (73  FR  29699,  29701 
through  29704).) 

Section  114(c)  of  the  MMSEA 
provided  the  following  changes 
affecting  our  regulations  at  §§  412.534 
and  412.536: 

•  Section  114(c)(1)(A)  of  the  MMSEA 
generally  exempted  “freestanding” 
LTCHs  (that  is,  as  newly  defined  in 

§  412.23(e)(5),  from  the  percentage 
threshold  payment  adjustment  at 
412.536  (or  any  similar  provision)  for  a 
3-year  period; 

•  Section  114(c)(1)(B)  of  the  MMSEA 
exempted  “grandfathered”  LTCH  HwHs 
(that  is,  “a  long-term  care  hospital 
identified  by  the  amendment  made  by 
section  4417(a)  of  the  Balanced  Budget 
Act  of  1997  (Pub  L.  105-33)”)  from  the 
applicable  percentage  threshold  policy 
established  at  §  412.536  or  §  412.534,  or 
any  similar  provision  for  a  3-year 
period; 

•  Section  114(c)(2)(A)  of  the  MMSEA 
exempts  certain  LTCH  HwHs  and  LTCH 
satellite  facilities  located  in  a  rural  area 
or  which  are  co-located  with  an  urban 
single  or  MSA-dominant  hospital  under 
§  412.534(d)(1),  (e)(1),  and  (e)(4)  that 
meet  the  definition  of  an  “applicable 
long-term  care  hospital  or  satellite 
facility,”  from  certain  payment 
adjustments  if  no  more  than  75  percent 
of  the  hospital’s  Medicare  discharges 
(other  than  discharges  described  in 

§  412.534(d)(2)  or  (e)(3),  for  example, 
HCO  cases  at  the  referring  hospital)  are 
admitted  from  a  co-located  hospital  for 
a  3-year  period;  and 

•  Section  114(c)(2)(B)(i)  of  the 
MMSEA  exempts  an  applicable  long¬ 
term  care  hospital  or  satellite  facility 
which  is  co-located  with  another 
hospital  from  certain  payment 
adjustments  under  §  412.534,  if  no  more 
than  50  percent  of  the  hospital’s 
Medicare  discharges  (other  than 
discharges  described  in  paragraph  (c)(3) 
of  such  section,  for  example,  HCO  cases 
at  the  referring  hospital)  are  admitted 
from  a  co-located  hospital.  Section 
114(c)(2)(B)(ii)  defined  an  “applicable 
long-term  care  hospital  or  satellite 
facility”  as  a  hospital  or  satellite  facility 
that  is  subject  to  the  transition  rules 
under  §  412.534(g).  We  direct  the  reader 
to  the  May  22,  2008  interim  final  rule 
with  comment  period,  which  included  a 
detailed  description  of  those  aspects  of 


our  regulations  at  §§412.534  and 
412.536  that  were  unaffected  by  the 
MMSEA  changes  and  specifies  which 
LTCHs  and  LTCH  satellites  remain 
subject  to  the  existing  regulations  (73  FR 
29701  through  29704).  (We  note, 
however,  that  this  description  predated 
the  amendments  made  by  section  4302 
of  the  ARRA  to  section  114(c)  of  the 
MMSEA,  discussed  in  section  XI.  of  this 
document.) 

As  noted  above,  section  4302(a)(1)(B) 
of  the  ARRA  modified  this  provision  by 
separating  the  establishment  of  the  3- 
year  exemption  from  the 
implementation  of  the  percentage 
threshold  payment  adjustments  at 
§  412.534  and  §  412.536  from  the  date  of 
enactment  of  the  MMSEA,  that  is, 
December  19,  2007.  Specifically,  section 
4302(a)(1)(B)  strikes  “the  date  of 
enactment  of  this  Act  *  *  *”  from 
section  114(c)(1)  of  the  MMSEA,  and 
inserts  “*  *  *  July  1,  2007.”  This 
change  is  discussed  in  greater  detail  in 
the  interim  final  rule  with  comment 
period  on  section  4302  of  the  ARRA,  at 
section  XI.  of  this  document.  Therefore, 
while  regulations  describing  the  3-year 
delay  in  application  of  the  25  percent 
patient  threshold  payment  adjustment 
for  “freestanding”  LTCHs  and 
“grandfathered”  LTCH  HwHs 
implemented  in  the  May  22,  2008 
interim  final  rule  with  comment  period 
are  being  finalized  at  this  time,  the 
change  in  the  effective  date  of  this 
provision  is  being  implemented  through 
the  mechanism  of  the  interim  final  rule 
with  comment  period  found  in  section 
XI.  of  this  document. 

3.  Public  Comments  Received  on  the 
May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Implementing  Section 
114(c)(1)  and  (c)(2)  of  the  MMSEA 
Regarding  Payment  Adjustment  to 
LTCHs  and  LTCH  Satellite  Facilities 
We  received  a  number  of  comments 
on  the  provisions  of  the  May  22,  2008 
interim  final  rule  with  comment  period 
implementing  sections  114(c)(1)  and 
(c)(2)  of  the  MMSEA,  some  of  which 
were  mooted  by  the  subsequent 
enactment  of  the  ARRA.  For  example, 
we  received  several  public  comments 
expressing  concern  that  linking  the 
MMSEA  modifications  to  the  percentage 
threshold  payment  adjustment  (both  the 
exemption  from  the  policy  at  section 
114(c)(1)  of  the  MMSEA  and  the 
percentage  increase  at  114(c)(2)  of  the 
MMSEA)  to  cost  reporting  periods 
beginning  on  or  after  the  December  29, 
2007  date  of  enactment  of  the  MMSEA 
forestalled  relief  to  a  significant  number 
of  LTCHs.  Specifically,  freestanding 
LTCHs  and  “grandfathered”  LTCH 
HwHs  with  cost  reporting  periods 


beginning  between  October  1,  2007  and 
December  29,  2007  and  to  “applicable” 
LTCH  HwHs  and  satellites  with  cost 
reporting  periods  beginning  between 
July  1,  2007  and  December  29,  2007 
would  become  eligible  for  the  MMSEA 
relief  at  only  the  start  of  their  next  cost 
reporting  period.  Sections  4302(a)(1)(B) 
and  (a)  (2)(B)  of  the  ARRA  amended 
sections  114(c)(1)  and  (c)(2)  of  the 
MMSEA,  respectively,  modifying  the 
effective  dates  of  the  changes  to  the 
percentage  threshold  payment 
adjustment.  Therefore,  comments  on 
this  issue  and  others  noted  throughout 
this  section  that  were  addressed  by  the 
ARRA  modifications  of  the  MMSEA  will 
not  be  addressed  in  this  final  rule.  The 
ARRA  provisions  will  be  discussed  and 
implemented  through  the  interim  final 
rule  with  comment  period  in  section  XI. 
of  this  document. 

Comment:  MedPAC  indicated  that  it 
was  aware  that  the  percentage  threshold 
payment  policy  was  established  “to 
help  ensure  that  LTCHs  do  not  function 
as  units  of  acute  care  hospitals,  and  that 
decisions  about  admission,  treatment, 
and  discharge  in  both  acute  care 
hospitals  and  LTCHs  are  made  for 
clinical  rather  than  financial  reasons.” 
MedPAC  continued:  "(sjome  LTCHs — 
both  freestanding  and  those  with  formal 
ties  to  other  hospitals — may  function  as 
de  facto  step-down  units  of  acute  care 
hospitals.  Research  by  MedPAC  and 
others  has  found  that  patients  who  use 
LTCHs  have  shorter  acute  care  hospital 
lengths  of  stay  than  similar  patients  who 
do  not  use  these  facilities,  suggesting 
that  LTCHs  substitute  for  at  least  part  of 
the  acute  care  hospital  stay.”  The 
Commission  expressed  concerns  about 
the  impact  of  such  behavior  on 
Medicare  costs.  Describing  the 
percentage  threshold  policy  as  a  “useful 
but  blunt  tool”  until  criteria  can  be 
developed,  the  commenter  further  stated 
that  “MedPAC  favors  using  criteria  to 
define  the  level  of  care  typically 
furnished  in  LTCHs  (as  well  as  in  step- 
down  units  of  many  acute-care 
hospitals,  and  some  specialized  skilled 
nursing  and  inpatient  rehabilitation 
facilities)  and  to  help  ensure  that 
beneficiaries  receive  appropriate,  high- 
quality  care  in  the  least  costly  setting 
consistent  with  their  clinical 
conditions.” 

Response:  We  thank  MedPAC  for  their 
clear  description  of  the  rationale  for  our 
development  of  the  percentage 
threshold  payment  adjustment  and  for 
endorsing  its  underlying  principle.  We 
also  appreciate  MedPAC’s  restatement 
of  our  two-fold  mandate:  our 
responsibility  both  to  establish  payment 
systems  to  pay  providers  for  appropriate 
and  high  quality  beneficiary  care  as  well 
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as  to  ensure  that  Medicare  funds  are  x 
spent  wisely  and  appropriately.  In 
establishing  payment  adjustments,  such 
as  the  “25  percent”  threshold  policy,  we 
are  responding  to  the  same  data  cited  by 
the  commenter  above  regarding  the 
phenomenon  of  shortened  acute  care 
hospital  stays  followed  by  admissions  to 
on-site  or  near-by  LTCHs,  resulting  in 
two  separate  Medicare  payments  for 
what,  in  effect,  was  one  episode  of 
treatment. 

We  are  aware  that  MedPAC 
recommended  the  development  of 
criteria  for  LTCH  patients  and  facilities, 
as  a  more  effective  way  to  ensure  that 
LTCHs  meeting  certain  criteria  treat  a 
particular  level  of  patients,  specifically 
as  set  forth  in  its  June  2004  Report  to 
Congress.  In  response  to  MedPAC’s 
recommendations,  we  awarded  a 
contract  to  Research  Triangle 
International  (RTI)  for  a  comprehensive 
evaluation  of  the  feasibility  of 
developing  patient  and  facility  level 
criteria  for  LTCHs  that  could  distinguish 
LTCH  patients  from  those  treated  in 
other  hospitals.  (Reports  on  this 
research  are  posted  on  our  Web  site  at 
http://www.cms.hhs.gov/LongTerm  Care 
Hospital  PPS/ 

02a_RTIReports.asp#TopOfPage.) 

We  also  refer  readers  to  the  comment 
that  MedPAC  submitted  on  the  RY  2009 
LTCH  PPS  proposed  rule  which 
explained  the  rationale  behind  its  June 
2004  recommendation — “beneficiaries 
treated  in  LTCHs  cost  Medicare  more 
than  those  treated  in  alternative  settings; 
however,  the  cost  differences  narrowed 
considerably  if  LTCH  care  was  targeted 
to  patients  who  appeared  most  suitable 
for  this  level  of  care.  That  leads  us  to 
conclude  that  Medicare  should  ensure 
that  LTCHs  treat  only  appropriate 
patients.”  At  that  time,  MedPAC  took 
the  significant  step  of  amending  its  June 
2004  recommendation  by  stating  that: 

“The  types  of  cases  treated  by  LTCHs 
can  be  (and  are)  treated  in  other  settings, 
particularly  in  step-down  units  of  many 
acute-care  hospitals.  Therefore,  it  is  not 
possible  (nor  desirable)  to  develop 
criteria  defining  patients  who  can  be 
cared  for  exclusively  in  LTCHs.  Rather, 
CMS  should  seek  to  define  the  level  of 
care  typically  furnished  in  LTCHs,  step- 
down  units  of  many  acute-care 
hospitals,  and  some  specialized  skilled 
nursing  facilities  (SNFs)  and  inpatient 
rehabilitation  facilities  (IRFs).”  (73  FR 
26829) 

A  review  of  the  annual  proposed  and 
final  rules  since  2005  indicates  that 
RTFs  research  led  it  to  similar 
conclusions  (71  FR  4704  through  4726, 
71  FR  27884,  72  FR  4818,  72  FR  4884 
through  4886,  72  FR  26947  through 
26948,  73  FR  5374  through  5376,  73  FR 


26829).  In  this  light,  we  would  also  note 
that  section  114(b)  of  the  MMSEA 
directs  the  Secretary  to  conduct  a  study 
and  submit  a  report  to  the  Congress  on 
the  establishment  of  national  LTCH 
facility  and  patient  criteria.  The  statute 
stipulates  that  in  conducting  the  study 
and  preparing  the  report,  the  Secretary 
shall  consider  the  recommendations 
made  by  MedPAC  in  its  June  2004 
report  as  well  as  ongoing  work  by  the 
Secretary  to  evaluate  and  determine  the 
feasibility  of  such  recommendations.  In 
accord  with  this  requirement,  a  report  to 
Congress  which  takes  into  consideration 
MedPAC’s  original  recommendations  as 
well  as  both  RTFs  and  the  Commission’s 
further  analyses  and  findings  is  being 
prepared  for  submission  by  our  Office  of 
Research,  Development,  and 
Information  by  early  Fall. 

Comment:  Six  commenters  challenged 
our  implementation  of  the  MMSEA 
changes  to  the  percentage  payment 
threshold  policy  presented  in  the  May 
22,  2008  interim  final  rule  with 
comment  period.  A  number  of  the 
commenters  argued  that  we  have 
interpreted  the  statutory  language  in  the 
“narrowest  way  possible”  with  the 
result  being  the  creation  of  “different 
classes  of  LTCHs,”  only  some  of  which 
benefit  from  the  MMSEA  provisions. 
Three  commenters  urged  the»Secretary 
to  use  discretion  to  apply  both  elements 
of  sections  114(c)(1)(A)  and  (c)(2)(B)  of 
the  MMSEA  to  all  LTCHs  such  that 
there  would  be  a  3-year  delay  in  any 
application  of  the  regulations  at 
§  412.536  to  any  type  of  LTCH  and  that 
for  3  years  the  percentage  threshold 
increase  would  apply  to  all  co-located 
LTCHs  and  LTCH  satellites  governed 
under  the  regulations  at  §412.534. 
Several  commenters  urged  CMS  to  use 
it9  discretionary  authority  to  extend  the 
percentage  increase  policy  established 
by  section  114(c)(2)  to  “grandfathered” 
satellites  as  described  in  our  regulations 
at  §412.22(h)(3)(i).  One  commenter 
opined  that  the  establishment  of 
different  classes  of  LTCHs  by  section 
114(c)  of  the  MMSEA  was  both 
inequitable  and  administratively 
burdensome  for  CMS.  This  commenter 
suggested  that  if  CMS  believed  that  the 
Secretary  did  not  have  the  authority  to 
interpret  the  relief  provided  by  section 
114(c)  of  the  MMSEA  to  other  LTCHs 
not  addressed  by  the  statute,  that  a 
legislative  proposal  be  submitted  to 
Congress  urging  passage  of  a  more 
equitable  and  administratively 
reasonable  policy.  Two  commenters  also 
recommended  that  after  3  years  the 
regulations  at  §412.536  should  not  be 
“reimposed”  and  that  §412.534  should 
also  be  retired  once  criteria  were 


developed.  One  of  these  commenters 
further  suggested  that  once  the  3-year 
exemption  for  LTCH  HwHs  and 
“freestanding”  LTCHs  sunsets,  even  if 
we  reinstate  the  percentage  threshold 
payment  policy,  we  should  also 
reinstate  the  3-year  transition  period  to 
the  full  25  percent  threshold  for  these 
groups. 

Response:  We  believe  that  the 
regulations  that  we  published  in  the 
May  22,  2008  interim  final  rule  with 
comment  period  represented  an 
accurate  reading  and  appropriate 
interpretation  of  section  114(c)  of  the 
MMSEA.  In  that  provision,  Congress 
targeted  specific  types  of  LTCHs  for 
particular  sorts  of  relief.  Specifically, 
the  language  at  section  114(c)(1)  of  the 
MMSEA  clearly  provided  a  3-year  delay 
in  application  of  §§412.534  and  412.536 
to  only  two  categories  of  LTCHs  in 
section  114(c)(1)(A)  of  the  MMSEA  to 
freestanding  LTCHs;  and  in  section 
114(c)(1)(B)  to  “grandfathered”  LTCH 
HwHs. 

Similarly,  the  3-year  relief  from  the 
full  implementation  of  §412.534  that 
Congress  granted  in  section  114(c)(2)  in 
the  form  of  increased  thresholds  from  50 
percent  to  75  percent  for  LTCHs  or 
LTCH  satellites  co-located  with  a  rural, 
urban  single,  or  MSA-dominant  hospital 
and  from  25  percent  to  50  percent  for 
LTCHs  and  LTCH  satellites  was 
narrowly  targeted  to  only  those 
“applicable”  LTCHs  and  LTCH 
satellites,  that  is,  those  “subject  to  the 
transition  rules  under  section 
§  412.534(g)  of  title  42  Code  of  Federal 
Regulations.”  The  percentage  threshold 
payment  adjustment  policies  were 
established  to  provide  disincentives  for 
LTCH  and  LTCH  satellites  to  admit 
patients  from  referring  hospitals  with 
which  they  were  either  co-located  in  the 
case  of  §412.534  or  separate  from,  as  in 
the  case  of  §  412.536,  for  financial  rather 
than  clinical  benefit.  We  continue  to 
believe  that  it  is  inappropriate  for 
Medicare  to  generate  two  payments,  one 
to  the  referring  (typically)  acute  care 
hospital  and  one  to  the  LTCH,  for  what 
is  essentially  one  episode  of  treatment. 
Congress  was  specific  in  providing  areas 
and  timeframes  for  relief.  We  have 
implemented  those  statutory  provisions 
based  on  the  plain  language  of  the 
statute.  The  statutory  directives  parallel 
our  existing  policies. 

In  addition,  section  4302  of  the  ARRA 
amended  section  114(c)  of  the  MMSEA. 
These  amendments  extended  both  types 
of  relief,  that  is,  the  3 -year  delay  in 
implementation  and  the  increase  in  the 
percentage  threshold,  to  two  additional 
specific  categories  of  LTCHs. 
Specifically,  section  4302(a)(1)(C)  of  the 
ARRA  amended  section  114(c)(1)(A)  of 
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the  MMSEA  to  provide  a  3-year  delay  in 
the  application  of  §  412.536  of  the 
regulations,  that  is  the  25  percent 
patient  threshold  payment  adjustment 
to  “*  *  *  a  long-term  care  hospital,  or 
satellite  facility,  that  as  of  December  29, 
2007,  was  co-located  with  an  entity  that 
is  a  provider-based,  off-campus  location 
of  a  subsection  (d)  hospital  which  did 
not  provide  services  payable  under 
section  1886(d)  of  the  Social  Security 
Act  at  the  off-campus  location  *  *  *,” 
as  well  as  freestanding  LTCHs. 
Additionally,  section  4302(a)(2)(A)  of 
the  ARRA  specifies  that  section 
114(c)(2)  of  the  MMSEA,  regarding  the 
increase  of  the  percentage  threshold 
established  by  the  regulations  at 
§  412.534,  shall  also  apply  to  a  hospital 
or  satellite  facility  described  in 
§412.22(h)(3)(i)  of  the  regulations  (that 
is,  grandfathered  satellites),  (Section 
4302  of  the  ARRA  is  being  implemented 
through  the  interim  final  rule  with 
comment  period  in  section  XI.  of  this 
document.)  These  amendments  to  the 
MMSEA  once  again  demonstrated 
Congress’  ability  to  act  in  a  clear  and 
deliberate  manner  in  providing  relief  for 
particular  categories  of  LTCHs  and 
LTCH  satellites  while  leaving  other 
aspects  of  §§  412.534  and  412.536  in 
place. 

For  these  reasons,  we  do  not  believe 
that  a  legislative  proposal  to  Congress 
urging  further  expansion  of  either  the  3- 
year  delay  in  implementation  or  the  3- 
year  increase  in  the  percentage 
threshold  is  either  necessary  or 
appropriate.  Furthermore,  at  present,  we 
do  not  believe  that  the  MMSEA  policy 
changes  or  the  ARRA  amendments 
constitute  an  additional  administrative 
burden  for  us.  In  response  to  the 
commenters’  recommendations  that 
both  §§412.534  and  412.536  be  retired 
once  LTCH  criteria  are  established,  we 
are  not  considering  such  an  action  at 
this  time.  As  noted  above,  the  study  on 
“the  establishment  of  national  long-term 
care  hospital  facility  and  patient  criteria 
*  *  *”  and  the  resulting  report  to 
Congress  required  by  section  114(b)  of 
the  MMSEA  is  presently  under  way  by 
our  Office  of  Research,  Development, 
and  Information. 

Finally,  with  regard  to  the  suggestion 
that  once  the  3-year  exemption  from 
§§412.534  and  412.536  sunsets,  that  we 
reinstate  the  3-year  transition  period  to 
the  full  25  percent  threshold  payment 
adjustment  for  freestanding  LTCHs  and 
“grandfathered”  LTCH  HwHs,  we 
would  note  that  we  typically  provide 
phase-ins  or  transitions  to  the  full 
implementation  of  new  or  revised 
payment  policies  in  order  to  give 
providers  more  time  than  the  60-day  (or 
in  some  cases,  30-day)  period  between 


publication  of  our  final  rule  and  the 
implementation  date  of  the  new  policies 
in  order  to  fully  understand  them  and 
to  make  whatever  administrative  and 
financial  adjustments  that  are  required. 
“Freestanding”  LTCHs  and 
“grandfathered”  LTCH  HwHs  have  had 
notice  of  our  policies  at  §  412.534(h) 
and  §412.536  of  the  regulations  since 
they  were  implemented  for  cost 
reporting  periods  beginning  on  or  after 
July  1,  2007.  Despite  the  fact  that  these 
policies  were  suspended  for  these  types 
of  LTCHs  until  cost  reporting  periods 
beginning  on  or  after  July  1,  2010 
(resulting  from  the  amendments  made 
by  section  4302(a)(1)(B)  of  the  ARRA  to 
section  114(c)(1)  of  the  MMSEA),  the 
LTCH  industry  has  full  knowledge  and 
understanding  of  the  percentage 
threshold  payment  adjustment. 
Therefore,  we  do  not  intend  to  propose 
such  an  action  as  we  do  not  believe  it 
is  either  necessary  or  appropriate. 

‘  Comment:  Two  commenters  asserted 
that  we  incorrectly  interpreted  the 
increase  in  percentage  thresholds  for 
LTCHs  or  LTCH  satellites  co-located 
with  MSA-dominant  hospitals  in 
section  114(c)(2)(A)  of  the  MMSEA.  The 
commenters  argued  that  the  statute  sets 
the  threshold  percentage  at  75  percent, 
but  that  under  the  policy  that  we  set 
forth  in  the  May  22,  2008  interim  final 
rule  with  comment  period,  we  inserted 
the  75  percent  specified  by  the  statute 
into  the  existing  payment  formula  for 
LTCHs  or  LTCH  satellites  co-located 
with  MSA-dominant  hospitals  in  the 
regulations  at  §412.534.  In  the  interim 
final  rule  with  comment  period,  we 
revised  §  41 2.534(e)(2)(ii),  which  stated: 

“(ii)  Payments  for  long-term  care 
hospitals  and  long-term  care  hospital 
satellite  facilities  subject  to  paragraph 
(g)  of  this  section  are  determined  using 
the  methodology  specified  in  paragraph 
(e)(1)  of  this  section  except  that  75 
percent  is  substituted  for  50  percent.” 

The  methodology  for  setting  the 
threshold  for  LTCHs  HwHs  or  LTCH 
satellites  co-located  with  MSA- 
dominant  hospitals,  as  set  forth  in  the 
regulations  at  §  412.534(e)(1),  states,  in 
pertinent  part: 

“(ii)  For  purposes  of  paragraph 
(e)(l)(i)  of  this  paragraph,  the  percentage 
used  is  the  percentage  of  total  Medicare 
discharges  in  the  Metropolitan 
Statistical  Area  in  which  the  hospital  is 
located  that  are  from  the  co-located 
hospital  for  the  cost  reporting  period  for 
which  the  adjustment  was  made,  but  in 
no  case  is  less  than  25  percent  or  more 
than  50  percent.” 

The  commenters  urged  us  to  revisit 
our  interpretation  of  section  114(c)(2)(A) 
of  the  MMSEA  and  to  revise  our 


regulations  at  §412.534(e)(l)(ii) 
accordingly. 

Response:  We  agree  with  the 
commenters’  reading  of  the  statute.  The 
way  in  which  we  revised  the  regulations 
would  appear  to  indicate  that 
establishing  the  appropriate  percentage 
threshold  for  LTCHs  HwH  or  LTCH 
satellites  co-located  With  a  MSA- 
dominant  hospitals  set  by  the  regulatory 
language  at  §  412.534  (e)(2)(ii)  of  the 
regulations  referencing  (e)(l)(ii)  after  the 
enactment  of  the  MMSEA,  would  be 
based  on  the  percentage  “*  *  *  of  total 
Medicare  discharges  in  the  Metropolitan 
Statistical  Area  in  which  the  hospital  is 
located  that  are  from  the  co-located 
hospital  for  the  cost  reporting  period  for 
which  the  adjustment  was  made,  but  in 
no  case  is  less  than  25  percent  or  more 
than  50  percent.”  We  agree  that  the 
section  114(c)(2)(A)  of  the  MMSEA 
establishes  the  threshold  for  such  LTCH 
facilities  at  75  percent  for  3-years,  and 
we  are  making  an  appropriate  technical 
correction  to  the  regulations  at 
§412.534(e)(2)(ii).  (We  also  note  that 
section  4302(a)(2)(B)  of  the  ARRA, 
discussed  in  our  interim  final  rule  with 
comment  period  in  section  XI.  of  this 
document,  modified  the  effective  date  of 
this  provision  from  cost  reporting 
periods  beginning  on  or  after  December 
29,  2007,  to  cost  reporting  periods 
beginning  on  or  after  October  1,  2007,  or 
July  1,  2007  in  the  case  of  satellite 
facilities  described  in  §412.22(h)(3)(i)  of 
the  regulations,  that  is  grandfathered 
satellite  facilities.) 

Comment:  Two  commenters 
challenged  our  interpretation  of  section 
114(c)(1)(A)  of  the  MMSEA,  which 
suspends  the  application  of  the 
percentage  threshold  payment 
adjustment  at  §412.536  of  the 
regulations  (or  any  similar  provision)  to 
“freestanding”  LTCHs  for  3  years.  The 
commenters  asserted  that  this  provision 
should  also  apply  to  discharges  from 
LTCHs  and  LTCH  satellites  that  were 
admitted  from  hospitals  which  are  co¬ 
located  with  another  LTCH  or  LTCH 
satellite.  One  commenter  additionally 
rejects  “CMS’  assertion”  that  a  LTCH 
located  on  a  different  campus  from  a 
referring  hospital  is  functioning  as  a 
step-down  unit.  This  commenter  argues 
that  our  regulations  at  §  412.534  were 
directed  at  movement  of  patients 
between  co-located  LTCHs  admitted 
from  their  host  hospitals  and  our 
regulations  at  §412.536  were  developed 
to  address  the  relationship  between 
LTCH  hospitals  that  were 
“freestanding”  and  their  referring 
hospitals.  This  commenter  additionally 
rejects  “CMS’  assertion”  that  a  LTCH 
located  on  a  different  campus  from  a 
referring  hospital  can  function  as  “a 
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step-down  unit”  of  the  referring 
hospital.  One  of  the  commenters 
requested  that  even  if  CMS  does  not 
exempt  LTCH  facilities  co-located  with 
a  different  host  from  the  regulations  at 
§412.536  for  3  years,  that  CMS  include 
LTCHs  that  are  located  on  hospital 
campuses  where  there  is  no  inpatient 
acute  care  hospital  in  the  3-year 
exemption  from  the  regulations  under 
§  412.536.  Another  commenter  urged 
CMS  to  revisit  our  definition  of 
“freestanding”  at  §  412.23(e)(5)  of  our 
regulations  so  that  a  LTCH  or  LTCH 
satellite  that  was  co-located  with  a 
provider  that  did  not  offer  inpatient  care 
in  the  building  or  campus  where  the 
LTCH  was  located,  could  still  be 
considered  “freestanding”,  and 
therefore,  covered  by  the  3-year 
exemption  from  the  regulations  at 
§  412.536,  maintaining  that  this  was 
Congress’  intent  in  section  114(c)(1)(A) 
of  the  MMSEA. 

Response:  We  disagree  with  the  • 
commenters’  assertion  that  LTCH  HwHs 
that  are  co-located  with  another 
hospital,  as  defined  in  our  regulations  at 
§  412.22(e)  should  be  considered 
“freestanding”  regarding  patients 
admitted  from  referring  hospitals  with 
which  they  are  not  co-located.  We 
believe  that  our  existing  regulations  at 
§  412.22(e)  jvhich  identify  a  HwH  as 
“*  *  *  a  hospital  that  occupies  space  in 
a  building  also  used  by  another  hospital, 
or  in  one  or  more  separate  buildings 
located  on  the  same  campus  as 
buildings  used  by  another  hospital 
*  *  *”  are  clear  and  unambiguous. 
Section  114(c)(1)(A)  of  the  MMSEA  is 
directed  at  “freestanding  long-term  care 
hospitals,”  and  is  equally  clear  and 
unambiguous.  Although  we  initially 
focused  on  the  movement  of  patients 
between  “host”  acute  care  hospitals  and 
the  co-located  LTCH  HwHs  or  satellites 
when  we  implemented  the  regulations 
at  §  412.534  in  the  FY  2005  IPPS  final 
rule  (69  FR  48916),  a  comment  that  we 
received  from  MedPAC  at  that  time, 
discussed  previously  in  this  section, 
identified  similar  problems  between 
acute  care  hospitals  and  LTCHs  with 
which  they  were  not  co-located  (69  FR 
49211). 

We  first  expressed  our  concerns  in  the 
RY  2006  LTCH  PPS  final  rule  (71  FR 
27798)  that  some  LTCHs  and  referring 
hospitals  (typically,  acute  care 
hospitals)  with  which  they  were  not  co¬ 
located  had  “arrangements”  that,  in 
effect,  allowed  both  facilities  to  benefit 
financially  from  an  early  acute  care 
discharge  and  admission  to  the  LTCH. 
We  recognized  that  these 
“arrangements”  were  strikingly  similar 
to  what  we  knew  occurred  between  a 
“host”  acute  care  hospital  and  its  on¬ 


site  LTCH,  that  is,  as  a  step-down  unit 
(71  FR  27878).  At  that  time,  we  noted 
that  we  “*  *  *  had  become  increasingly 
aware  that  the  intent  of  our  existing 
policy  is  being  thwarted  by  creative 
patient-shifting  in  some  communities 
where  there  is  more  than  one  LTCH 
HwH  or  LTCH  satellite.  We  have  come 
to  understand,  based  upon  specific 
inquiries  from  LTCHs,  and  their 
attorneys  or  agents,  and  also  from 
questions  posed  by  our  fiscal 
intermediaries  (FIs),  that  some  host 
hospitals  within  the  same  community 
are  arranging  to  cross-refer  to  another’s 
co-located  LTCH  *  *  (71  FR  27878). 

It  was  with  these  concerns  in  mind,  that 
in  the  RY  2008  LTCH  PPS  proposed  and 
final  rules,  our  preamble  discussion  was 
entitled  “Expansion  of  Special  Payment 
Provisions  for  LTCH  Hospitals  Within 
Hospitals  (HwHs)  and  LTCH  Satellites: 
Expansion  of  the  25  Percent  Rule  to 
Certain  Situations  Not  Currently 
Covered  Under  Existing  §412. 5 34 ”(72 
FR  4809;  72  FR  26919).  Furthermore, 
when  we  developed  our  regulation  at 
§  412.536  in  the  RY  2007  LTCH  PPS 
final  rule  (72  FR  26870),  we  entitled  the 
regulation,  “Special  payment  provisions 
for  long-term  care  hospitals  and 
satellites  of  long-term  care  hospitals  that 
discharged  Medicare  patients  admitted 
from  a  hospital  not  located  in  the  same 
building  or  on  the  same  campus  as  the 
long-term  cafe  hospital  or  satellite  of  the 
long-term  care  hospital.”  Clearly,  it  was 
always  our  intention  for  §  412.536  to 
apply  the  percentage  threshold  payment 
adjustment  to  patient  shifting  between 
LTCHs  and  LTCH  satellites  and 
referring  hospitals  with  which  they 
were  not  co-located,  a  fact  that  further 
supports  our  implementation  of  section 
114(c)(1)  of  the  MMSEA. 

In  response  to  the  commenter  who 
requested  that  even  if  we  were  not 
willing  to  exempt  LTCHs  co-located 
with  a  different  host  from  the 
percentage  threshold  payment 
adjustment  at  §412.536,  we  should 
include  co-located  LTCHsrthat  are 
situated  on  hospital  campuses  where 
there  is  no  inpatient  acute  care  hospital 
in  the  3-year  exemption  from  regulation 
under  §  412.536,  we  would  note  section 
4302(a)(1)(C)  of  the  ARRA  addressed 
this  concern  and  amended  section 
114(c)(1)(A)  of  the  MMSEA  to  specify 
that  LTCHs  and  LTCH  satellites  meeting 
this  description  be  exempted  from  the 
percentage  threshold  payment 
adjustment  at  §  412.536  or  any  similar 
provision.  (We  discuss  this  provision  in 
the  interim  final  rule  with  comment 
period  for  section  4203  of  the  ARRA,  in 
section  XI.  of  this  document.) 

Finally,  in  response  to  the  commenter 
that  urged  us  to  revisit  our  definition  of 

-  f 


“freestanding”  at  §  412.23(e)(5)  so  that  a 
LTCH  or  LTCH  satellite  facility  that  was 
co-located  with  a  provider  that  did  not 
offer  inpatient  care  in  the  building  or 
campus  where  the  LTCH  was  located, 
could  -still  be  considered  “freestanding,” 
so  that  it  would  be  exempted  from 
compliance  with  §  412.536,  we  would 
note  that  such  a  change  would  directly 
contradict  our  long-standing,  existing 
definitions  of  HwHs  and  satellites  at 
§  412.22(e)  and  §  412.22(h),  respectively. 
At  §  412.22(e),  we  define  a  HwH  as 
“*  *  *  a  hospital  that  occupies  space  in 
a  building  also  used  by  another  hospital, 
or  in  one  or  more  separate  buildings 
located  on  the  same  campus  as 
buildings  used  by  another  hospital 
*  *  *”  At  §412. 22(h), we  define  a 
satellite  as  “*  *  *  a  part  of  a  hospital 
that  provides  inpatient  services  in  a 
building  also  used  by  another  hospital, 
or  in  one  or  more  entire  buildings 
located  on  the  same  campus  as 
buildings  used  by  another  hospital.” 
Neither  of  these  definitions  limits  the 
buildings  with  which  a  HwH  or  a 
satellite  is  co-located  to  solely  providing 
inpatient  services. 

When  Congress  enacted  the  ARRA,  it 
amended  section  114(a)(1)(A)  of  the 
MMSEA  to  delay  the  application  of  the 
percentage  threshold  payment 
adjustments  at  §§412.534  and  412.536 
to  certain  LTCHs  for  3-years. 
Specifically,  at  section  4302(a)(1)(C),  the 
statute  includes  the  following  type  of 
facility:  “*  *  *.  a  LTCH  or  satellite 
facility,  that  as  of  December  29,  2007, 
was  co-located  with  an  entity  that  is  a 
provider-based,  off  campus  location  of  a 
subsection  (d)  hospital  which  did  not 
provide  services  payable  under  section 
1886(d)  of  the  Social  Security  Act  at  the 
off-campus  location  *  *  *”  The  statute 
expressly  targets  “services  payable 
under  section  1886(d)  of  the  Act,”  not 
“inpatient  services,”  in  general  and  the 
plain  language  of  the  statute  does  not 
indicate  that  such  a  LTCH  or  satellite 
facility  would  be  considered 
“freestanding.”  Rather,  the  amendment 
identifies  another  category  of  LTCH  or 
satellite  facility  that  would  be  exempt 
from  the  percentage  threshold  payment 
adjustment  for  3  years.  Therefore,  we 
believe  that,  in  amending  section 
114(c)(1)(A)  of  the  MMSEA  through 
section  4302(a)(1)(C)  of  the  ARRA, 
Congress  expanded  the  3-year 
exemption  from  the  percentage 
threshold  payment  adjustment  to  a 
narrow  category  of  LTCHs,  while  still 
maintaining  the  policy  for  LTCHs 
otherwise  meeting  the  definition  of 
either  a  HwH  at  §  412.22(e)  or  a  satellite 
at  §  412.22(h)  of  the  regulations. 

Because  Congress  did  not  further 
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expand  this  exemption  by  way  of 
statutory  amendment,  we  do  not  believe 
that  it  would  be  appropriate  for  us  to  do 
so  through  the  regulatory  process. 

Comment:  Several  commenters 
requested  guidance  regarding  the 
procedures  that  CMS  has  in  place  to 
implement  the  changes  to  the 
percentage  threshold  payment 
adjustment  required  by  the  MMSEA.  In 
particular,  some  of  these  commenters 
asked  how  CMS  would  recommend  that 
they  get  information  regarding  the 
discharge  percentages  of  MSA-dominant 
referring  hospitals  if  the  LTCH  is 
serviced  by  a  different  fiscal 
intermediary/MAC  than  the  referring 
hospital. 

Response:  We  have  provided  our 
fiscal  intermediaries/MACs  with 
guidance  on  the  actual  implementation 
of  this  payment  adjustment,  which  takes 
place  upon  cost  report  settlement,  when 
all  of  the  LTCHs  data  from  a  particular 
cost  reporting  period  has  been 
submitted  and  is  being  evaluated. 
Regarding  the  question  of  how  a  LTCH 
or  satellite  can  acquire  information 
about  its  MSA-dominant  referring 
hospital’s  “market  share”  of  Medicare 
patients  if  the  facilities  are  serviced  by 
a  different  fiscal  intermediary/MAC,  we 
have  been  informed  that  portals  to 
communicate  this  figure,  and  much 
more,  are  typically  open  on  an  ongoing 
basis  among  hospitals  that  have  referral 
arrangements,  and  therefore,  we  would 
encourage  the  sharing  of  such 
information  for  the  benefit  of  both  the 
discharging  and  the  admitting  hospitals. 

In  compliance  with  section  114(c)  of 
the  MMSEA  and  section  4302  of  the 
ARRA,  we  have  revised  §§  412.534  and 
412.536  of  the  regulations  to  implement 
the  3-year  delay  in  the  application  of  the 
percentage  patient  threshold  payment 
adjustment  to  “freestanding  and 
grandfathered  LTCHs”  and  the  3-year 
revision  in  the  percentage  payment 
thresholds  adjustments  for  “applicable” 
LTCHs  and  satellite  facilities.  We  have 
also  revised  the  regulations  at 
§  412.534(b)  in  order  to  clarify  the 
effective  dates  of  the  percentage  patient 
threshold  policy  for  discharges  from  a 
LTCH  HwH  or  from  a  LTCH  satellite 
that  were  admitted  from  the  hospital 
with  which  it  is  co-located. 

We  are  finalizing  the  regulatory 
changes  made  in  the  May  22,  2008 
interim  final  rule  with  comment  period 
at  §§412.534  and  412.536,  which 
implemented  the  provisions  of  section 
114(c)  of  the  MMSEA  that  were 
otherwise  unchanged  by  section  4302  of 
the  ARRA.  We  also  are  implementing 
section  4302  of  the  ARRA  through  an 
interim  final  rule  with  comment  period 
in  section  XI.  of  this  document. 


E.  May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Implementing  Section 
114(d)  of  the  MMSEA  Regarding 
Moratorium  on  the  Establishment  of 
LTCHs,  LTCH  Satellite  Facilities,  and  on 
the  Increase  in  Number  of  Beds  in 
Existing  LTCHs  or  LTCH  Satellite 
Facilities 

1.  Background 

Section  114(d)  of  the  MMSEA 
provides  a  3-year  moratorium  with  two 
distinct  aspects,  one  regarding  the 
establishment  of  new  LTCHs  and  LTCH 
satellite  facilities,  and  the  other 
regarding  the  increase  of  hospital  beds 
in  existing  LTCHs  and  LTCH  satellite 
facilities.  Specifically,  section 
114(d)(1)(A)  of  the  MMSEA  provides 
that  the  Secretary  shall  impose  a 
moratorium  “subject  to  paragraph  (2), 
on  the  establishment  and  classification 
of  a  long-term  care  hospital  or  satellite 
facility,  other  than  an  existing  long-term 
care  hospital  or  facility.”  Section 
114(d)(1)(B)  of  the  MMSEA  provides 
that,  the  Secretary  shall  impose  a 
moratorium  “subject  to  paragraph  (3), 
on  an  increase  of  long-term  care  hospital 
beds  in  existing  long-term  care  hospitals 
or  satellite  facilities.” 

Sections  114(d)(2)  and  (d)(3)  of  the 
MMSEA  provide  for  exceptions  to  both 
moratoria  imposed  by  section  114(d)(1) 
of  the  MMSEA.  The  three  exceptions 
specified  in  section  114(d)(2)  of  the 
MMSEA  apply  exclusively  to  the 
establishment  and  classification  of 
certain  LTCHs  or  LTCH  satellite 
facilities  while  the  exception  at  section 
114(d)(3)(A)  of  the  MMSEA  only  applies 
to  the  moratorium  on  increases  in  beds 
at  certain  existing  LTCHs  or  LTCH 
satellites  facilities.  In  the  May  22,  2008 
interim  final  rule  with  comment  period, 
we  implemented  section  114(d)  of  the 
MMSEA. 

Section  4302(b)  of  the  ARRA 
amended  section  114(d)(3)(A)  of  the 
MMSEA  to  establish  an  additional 
exception  to  the  moratorium  on 
increases  in  beds  at  LTCHs  and  LTCH 
satellite  facilities  at  section  114(d)(3)(A) 
by  stating  that  “*  *  *  if  the  hospital  or 
facility  obtained  a  certificate  of  need  for 
an  increase  in  beds  that  is  in  a  State  for 
which  certificate  of  need- is  required  and 
that  was  issued  on  or  after  April  1,  2005, 
and  before  December  29,  2007”.  This 
additional  exception  is  being 
implemented  through  the  interim  final 
rule  with  comment  period  that  is  found 
in  section  XI.  of  this  document. 


2.  Provisions  of  the  May  22,  2008 
Interim  Final  Rule  With  Comment 
Period  Implementing  Section  114(d)  of 
the  MMSEA  That  Established  Moratoria 
on  New  LTCHs  and  LTCH  Satellite 
Facilities  and  on  Bed  Increases  in 
Existing  LTCHs  and  LTCH  Satellite 
Facilities 

Section  114(d)(1)(A)  of  the  MMSEA 
provides  for  a  3-year  moratorium 
effective  beginning  on  the  date  of 
enactment  of  the  MMSEA,  December  29, 
2007,  through  December  28,  2010,  on 
the  establishment  and  classification  of  a 
long-term  care  hospital  or  satellite 
facility,  other  than  an  existing  LTCH  or 
facility.  (The  term  “existing,”  with 
respect  to  a  hospital  or  satellite  facility, 
is  defined  in  section  114(d)(4)  of  the 
MMSEA  as  “a  hospital  or  satellite 
facility  that  received  payment  under  the 
provisions  of  subpart  O  of  part  412  of 
title  42,  Code  of  Federal  Regulations,  as 
of  the  date  of  the  enactment  of  this 
Act.”)  Section  114(d)(2)  of  the  MMSEA 
specified  that  the  moratorium  on  the 
establishment  and  classification  of  a 
LTCH  or  LTCH  satellite  facility  does  not 
apply  to  a  LTCH  that,  as  of  December 
29,  2007,  met  one  of  the  following  three 
exceptions: 

•  The  LTCH  began  “its  qualifying 
period  for  payment  as  a  long-term  care 
hospital  under  section  412.23(e)  of  title 
42,  Code  of  Federal  regulations,  on  or 
before  the  date  of  enactment  of  this  Act” 
(section  114(d)(2)(A)  of  the  MMSEA). 

•  The  LTCH  has  a  binding  written 
agreement  with  an  outside,  unrelated 
party  for  the  actual  construction, 
renovation,  lease,  or  demolition  for  a 
LTCH  and  has  expended  before 
December  29,  2007,  at  least  10  percent 
of  the  estimated  cost  of  the  project  or, 
if  less.  $2,500,000  (section  114(d)(2)(B) 
of  the  MMSEA). 

•  The  LTCH  has  obtained  an 
approved  certificate  of  need  in  a  State 
where  one  is  required  on  or  before 
December  29,  2007  (section  114(d)(2)(C) 
of  the  MMSEA). 

In  the  May  22,  2008  interim  final  rule 
with  comment  period,  we  noted  that  in 
implementing  the  provisions  of  section 
114(d)  of  the  MMSEA,  we  found  that,  in 
light  of  the  unique  nature  of  LTCHs  as 
a  category  of  Medicare  providers,  some 
of  the  terminology  in  the  provision  was 
internally  inconsistent.  Therefore,  in 
that  interim  final  rule  with  comment 
period,  we  included  a  comprehensive 
description  of  inconsistent  terminology 
and  our  interpretations  of  the  provisions 
in  a  way  we  believed  reasonably 
reconciled  seemingly  inconsistent 
provisions  and  that  resulted  in  an 
application  of  the  provisions  that  is 
logical  and  workable  and  we  would 
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direct  the  reader  to  that  discussion  (73 
FR  29705). 

The  first  exception  to  the  moratorium 
at  section  114(d)(2)(A)  of  the  MMSEA 
addressed  the  circumstance  of  an 
existing  hospital  that  was  already  in  its 
qualifying  period  for  LTCH  designation, 
as  governed  by  our  regulations  at 
§  412.23(e)  on  or  before  December  29, 
2007  (73  FR  29705). 

At  section  114(d)(2)(B)  of  the 
MMSEA,  a  second  exception  to  the 
moratorium  was  made  for  a  long-term 
care  hospital  that,  as  of  the  date  of  the 
enactment  of  the  MMSEA  (December  29, 
2007),  satisfied  the  two  prongs  of  the 
exception:  (1)  it  has  a  binding  written 
agreement  with  an  outside,  unrelated 
party  for  the  actual  construction, 
renovation,  lease,  or  demolition  for  a 
long-term  care  hospital:  and  (2)  it  has 
expended,  before  the  date  of  enactment 
of  this  Act,  at  least  10  percent  of  the 
estimated  cost  of  the  project  (or,  if  less, 
$2,500,000).” 

In  the  May  22,  2008  interim  final  rule 
with  comment  period,  we  implemented 
this  provision  in  the  following  manner: 
With  regard  to  the  first  prong,  we 
believe  that  the  use  of  the  term  “actual” 
in  the  context  of  the,  “actual 
construction,  renovation,  lease,  or 
demolition,”  indicates  that  the 
provision  focused  only  on  the  specific 
accomplishments  cited  in  the  MMSEA 
and  did  not  include  those  that  were 
contemplated  or  had  not  yet  been 
executed.  We  noted  that,  although  we 
were  aware  that  a  hospital  or  entity 
could  have  entered  into  binding  written 
agreements  regarding  services  and  items 
(for  example,  feasibility  studies  or  land 
purchase)  and  incur  costs  for  those 
services  and  items  prior  to  actual 
construction,  renovation,  lease  or 
demolition,  Congress  did  not  include 
those  services  or  items  in  the  statute  as 
a  basis  for  the  exception  (73  FR  29706). 

With  respect  to  the  second  prong,  we 
understood  the  statute  to  specify  that 
the  hospital  or  entity  must  have 
expended  before  December  29,  2007,  at 
least  10  percent  of  the  estimated  cost  of 
the  project  (or,  if  less,  $2.5  million).  By 
“cost  of  the  project,”  We  believe  the 
statute  refers  to  the  activities 
enumerated  in  the  first  prong:  “The 
actual  construction,  renovation,  lease,  or 
demolition  for  a  long-term  care 
hospital.”  The  statute  requires  that  the 
hospital  or  entity  spend  die  amount 
specified  in  the  statute  on  the  actual 
construction,  renovation,  lease,  or 
demolition  for  the  contemplated  LTCH. 

Furthermore,  because  the  statute  uses 
the  phrase  “has  expended”  we  believe 
that  the  statute  required  that  a  hospital 
or  entity  would  have  actually 
transferred  funds  as  payment  for  the 


project  as  opposed  to  merely  obligating 
capital  and  posting  the  cost  of  the 
project  on  its  books  as  of  December  29, 
2007.  We  believe  that  the  provision 
addressed  the  concept  of  “obligate”  in 
the  first  prong  of  die  test  where  the 
statute  specifies  “a  binding  written 
agreement  *  *  *  for  the  actual 
construction,  renovation,  lease,  or 
demolition  of  the  long-term  care 
hospital*  *  *”  and  there  is  no  reason  to 
believe  that  the  second  prong  of  the  test, 
which  requires  the  “expenditure”  of  10 
percent  of  the  project  or  if  less, 
$2,500,000,  was  intended  as  a 
redundancy.  We  noted  that  the  ability  to 
post  the  expense  on  the  hospital’s  or 
entity’s  books  could  be  satisfied  by 
merely  having  a  binding  written 
agreement  under  the  first  prong  of 
section  114(d)(2)(B)  of  the  MMSEA.  The 
fact  that  a  second  requirement  was 
included  that  involved  an  expenditure 
indicated  to  us  that  an  additional 
threshold  had  to  be  met. 

Finally,  in  the  May  22,  2008  interim 
final  rule  with  comment  period,  we 
stated  that  we  believed  that  section 
114(d)(2)(C)  of  the  MMSEA  provided  an 
exception  for  a  long-term  care  hospital 
that,  as  of  the  date  of  the  enactment  of 
the.MMSEA,  “has  obtained  an  approved 
certificate  of  need,  in  a  State  where  one 
is  required,  on  or  before  the  date  of  the 
enactment  of  this  Act.”  We  do  not 
believe  that  the  provision  limited  the 
exception  to  only  an  existing  long-term 
care  hospital  that  had  obtained  an 
approved  certificate  of  need  to  create  a 
new  satellite  of  the  LTCH.  We  noted 
that  in  many  instances,  prior  to  being 
classified  as  a  LTCH,  a  hospital  is  built 
by  an  entity  with  the  express  intention 
of  making  it  into  a  LTCH  as  soon  as 
possible.  In  those  instances,  it  is  not 
uncommon  for  the  entity  to  obtain  a 
certificate  of  need  from  the  State  prior 
to  the  development  of  the  hospital  (73 
FR  29706). 

We  understood  the  certificate  of  need 
exception  to  apply  to  a  hospital  or  entity 
that  was  actively  engaged  in  developing 
a  LTCH,  as  evidenced  by  the  fact  that 
either  an  entity  that  wanted  to  create  a 
LTCH  but  did  not  exist  as  a  hospital  as 
of  December  29,  2007,  had  obtained  a 
certificate  of  need  for  a  hospital  by  the 
date  of  enactment,  or  that  an  existing 
hospital  had  obtained  a  certificate  of 
need  to  convert  the  hospital  into  a  new 
LTCH  by  that  date.  However,  this 
exception  would  not  apply  to  a  hospital 
that  was  already  in  existence  prior  to 
the  date  of  enactment  and  that  had 
previously  obtained  an  approved 
certificate  of  need  for  a  hospital  (other 
than  a  LTCH)  on  or  before  December  29, 
2007.  The  fact  that  a  hospital  may  have 
had  a  certificate  of  need  issued  to  it 


years  before  December  29,  2007,  to 
operate  a  hospital  (other  than  a  LTCH) 
would  not  be  a  reason  to  grant  it  an 
exception,  unless  that  certificate  of  need 
was  specifically  for  a  LTCH.  Since  the 
certificate  of  need  process  is  controlled 
at  the  State  level,  in  determining 
whether  the  hospital  or  entity  has 
obtained  an  approved  certificate  of  need 
on  or  before  December  29,  2007,  we 
stated  that  we  would  look  to  the  State 
for  that  determination  (73  FR  29706). 

3.  Public  Comments  Received  on  the 
May  22,  2008  Interim  Final  Rule  With 
Comment  Period  Provisions 
Implementing  the  Exception  to  the 
Moratorium  on  the  Increase  in  Number 
of  LTCHs  Beds  in  Existing  LTCHs  and 
LTCH  Satellite  Facilities 

In  the  May  22,  2008  interim  final  rule 
with  comment  period,  we  implemented 
section  114(d)(1)(B)  of  the  MMSEA, 
which  imposed  a  moratorium  on 
existing  LTCHs  or  LTCH  satellite 
facilities  for  the  3-year  period  beginning 
December  29,  200-7,  through  December 
28,  2010.  The  moratorium  was  on  an 
increase  of  LTCH  beds  in  existing 
LTCHs  or  LTCH  satellite  facilities. 
Therefore,  during  the  3 -year 
moratorium,  an  existing  LTCH  or  LTCH 
satellite  facility  would  not  be  able  to 
increase  the  number  of  beds  in  excess  of 
the  number  of  Medicare-certified  beds  at 
the  hospital  on  December  29,  2007. 
Section  114(d)(3)  of  the  MMSEA 
provided  one  exception  to  the 
moratorium  on  an  increase  of  beds. 
Specifically,  section  114(d)(3)(A)  of  the 
MMSEA  states  that  the  moratorium  on 
an  increase  in  beds  shall  not  apply  if  an 
existing  LTCH  or  LTCH  satellite  facility 
is  “located  in  a  State  where  there  is  only 
one  other  long-term  care  hospital;  and 
requests  an  increase  in  beds  following 
the  closure  or  the  decrease  in  the 
number  of  beds  of  another  long-term 
care  hospital  in  the  State.” 

Section  114(d)(3)(B)  of  the  MMSEA 
also  specified  that  the  exception  to  the 
moratorium  on  the  increase  in  bed 
numbers  for  existing  LTCHs  or  LTCH 
satellite  facilities  did  not  apply  to  the 
existing  limit  on  the  number  of  beds  in 
“grandfathered”  LTCH  HwHs  as 
specified  at  §  412.22(f),  and  LTCH 
satellite  facilities,  as  specified  at 
§  412.22(h)(3)  of  the  regulations.  Under 
§  412.22(f)  and  §412. 22(h)(3), 
respectively,  “grandfathered”  LTCH 
HwHs  and  LTCH  satellite  facilities,  (that 
is,  HwHs  that  were  in  existence  on  or 
before  September  30, 1995,  and  LTCH 
satellite  facilities  that  were  in  existence 
on  or  before  September  30,  1999,  and 
that  meet  certain  specified  conditions) 
are  exempted  from  compliance  with 
“separateness  and  control”  policies  as 
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long  as  they  do  not  increase  their  bed 
numbers.  (See  the  FY  2007  IPPS  final 
rule  (71  FR  48106  through  48115).) 
Therefore,  even  if  a  “grandfathered” 
LTCH  HwH  or  LTCH  satellite  facility 
was  located  in  a  State  where  there  was 
only  one  other  LTCH  and  it  requests  an 
increase  in  beds  following  the  closure  or 
the  decrease  in  the  number  of  beds  of 
another  long-term  care  hospital  in  the 
State,  it  would  not  be  able  to  maintain 
its  grandfathered  status  if  it  would 
increase  the  number  of  beds  at  the 
LTCH  under  this  exception. 

We  noted  in  the  May  22,  2008  interim 
final  rule  with  comment  period  that 
decisions  regarding  whether  a  specific 
situation  would  be  considered  to  meet 
the  exceptions  to  the  establishment  and 
classification  of  new  LTCHs  or  new 
LTCH  satellite  facilities  or  the 
exceptions  on  increasing  the  number  of 
beds  in  existing  LTCHs  or  LTCH 
satellite  facilities  will  be  made  on  a 
case-by-case  basis  by  the  applicant’s 
fiscal  intermediary/MAC  and  the  CMS 
Regional  Office  (RO).  After  the 
publication  of  the  May  22,- 2008  interim 
final  rule  with  comment  period,  we 
issued  specific  instructions  on 
implementing  the  moratorium  in  the 
form  of  memoranda  to  State  Survey 
Agency  Directors,  CMS  ROs,  and  fiscal 
intermediaries/MACs,  the  policy  was 
added  to  the  manual  in  Pub.  100-20  as 
change  request  (CR)  6172,  and  we 
provided  specific  policy  interpretations 
and  guidance  to  the  regional  offices. 

As  discussed  more  fully  in  section  XI. 
of  this  document,  section  4302(b)  of  the 
ARRA  amended  section  114(d)(3)(A)  of 
the  MMSEA  by  establishing  an  ^ 
additional  exception  to  the  moratorium 
on  the  increase  in  beds  at  certain  LTCHs 
and  LTCH  satellites.  Specifically,  this 
exception  allows  an  existing  LTCH  to 
expand  the  number  of  beds  at  the 
hospital  or  satellite  facility  if  it  had 
obtained  a  certificate  of  need  (CON)  for 
an  increase  in  beds  in  a  State  for  which 
such  a  certificate  of  need  is  required  and 
that  was  issued  on  or  after  April  1,  2005, 
and  before  December  29,  2007.  This 
additional  exception  is  being 
implemented  through  the  interim  final 
rule  with  comment  period  in  section  XI. 
of  this  document  by  amending 
§  412.23(e)(7)  of  the  regulations. 
Accordingly,  we  will  not  address  those 
comments  that  urged  us  to  establish  this 
exception  through  regulation. 

In  the  May  22,  2008  interim  final  rule 
with  comment  period,  we  revised  our 
regulations  at  §412.23  to  include  a 
description  of  the  moratorium  on  the 
establishment  of  new  LTCHs  and  LTCH 
satellites  and  the  moratorium  on 
increasing  the  number  of  beds  in 
existing  LTCHs  and  existing  LTCH 


satellites  and  statutory  exceptions  at 
§§  412.23(e)(5)  and  (e)(6).  Additionally, 
in  §  412.23(e)(5),  we  defined  a 
freestanding  LTCH. 

Comment:  Two  commenters  requested 
that  CMS  clarify  its  interpretation  of 
section  114(d)(2)(C)  of  the  MMSEA, 
which  allowed  the  CON  exception  to 
apply  to  the  development  of  a  satellite. 
The  particular  circumstance  described 
by  the  commenters  involved  issues  of 
relocation  of  a  planned  satellite,  for 
which  a  CON  had  been  issued  prior  to 
December  29,  2007,  but  the  planned 
host  hospital  had  since  been  closed. 

Since  the  original  CON  had  been  issued 
prior  to  the  enactment  of  the  MMSEA, 
the  commenters  asked  for  an  advance 
determination  to  allow  the  development 
of  the  planned  satellite  located  in  a 
hospital  that  has  not  as  yet  been 
determined. 

Response:  In  the  May  22,  2008  interim 
final  rule  with  comment  period, 
regarding  the  CON  exception  for  the 
establishment  of  new  LTCHs  and  LTCH 
satellites  we  stated  “[s]ince  the 
certificate  of  need  process  is  controlled 
at  the  State  level,  in  determining 
whether  the  hospital  or  entity  has 
obtained  an  approved  certificate  of  need 
on  or  before  December  29,  2007,  we  will 
look  to  the  State  for  that  determination” 
(73  FR  29706).  Regarding  the  specific 
situation  presented  by  the  commenters, 
we  would  note  that  when  we  were  first 
made  aware  of  this  problem,  we  were  in 
contact  with  the  State  agency  and  were 
informed  that  the  LTCH  that  had 
obtained  the  CON  for  the  planned 
satellite  had  not  yet  found  a  new  “host” 
for  its  planned  satellite.  We  have 
evaluated  the  situation  that  the 
commenters  described  in  concert  with 
the  State  agency  responsible  for  issuing 
the  CON  and  have  instructed  State 
agencies  that  if  a  CON  has  been 
modified,  revised,  amended  or 
otherwise  altered,  the  State  Survey 
Agency  would  need  to  indicate  to  CMS 
whether  it  considered  this  modified, 
revised,  amended  or  otherwise  altered 
CON  to  be  the  “same”  CON  for  purposes 
of  meeting  the  requirements  for  the 
exception  to  the  moratorium.  The  CMS 
RO  will  review  and  evaluate  the  CON 
documentation  and  determine  whether 
it  qualifies  for  the  exception. 

Comment:  Two  commenters  endorsed 
CMS’  interpretation  of  the  statutory 
language  in  section  114(d)  of  the 
MMSEA,  which  included  applying  the 
provisions  of  the  section  to  satellite 
facilities  and/or  to  “an  entity  that  will 
develop  a  hospital  that  will  ultimately 
become  a  LTCH.” 

Response:  We  thank  the  commenters 
for  their  support. 


Comment:  One  commenter  stated  that 
the  exception  to  the  moratorium 
stipulated  in  section  114(d)(2)(A)  of  the 
MMSEA  for  a  LTCH  in  “  *  *  * 
qualifying  period  for  payment  under 
section  412.23(e)  *  *  *  on  or  before  the 
date  of  enactment  of  this  Act”  should  be 
extended  to  include  satellite  facilities  if 
it  can  be  demonstrated  that  the  satellite 
was  under  development  prior  to 
December  29,  2007. 

Response:  The  exception  to  the 
moratorium  specified  at  section 
114(d)(2)(A)  of  the  MMSEA  is  not 
applicable  to  a  LTCH  satellite  because 
there  is  no  qualifying  period  for  the 
establishment  of  a  satellite  (73  FR 
29705).  Although  there  are  delineated 
requirements  that  a  LTCH  must  meet 
regarding  the  establishment  of  a  satellite 
at  §  412.22(h)(2)  of  the  regulations,  the 
“qualifying  period”  for  a  LTCH,  is 
established  in  our  regulations  at 
§  412.23(e).  Specifically,  in  order  for  to 
be  designated  as  a  LTCH,  a  facility  must 
have  a  “provider  agreement  under  Part 
489  [of  the  Medicare  regulations)  to 
participate  as  a  hospital”  and  the 
hospital  must  have  a  Medicare  average 
length  of  stay  greater  than  25  days  based 
on  data  for  the  hospital’s  most  recent 
complete  cost  report.  Once  length  of 
stay  data  are  submitted  to  the  hospital’s 
fiscal  intermediary  or  MAC  and  verified, 
(unless  the  hospital  is  co-located  with 
another  hospital,  and  then  it  must  also 
meet  the  HwH  criteria  at  §  412.22(e)  of 
the  regulations),  it  will  be  designated  as 
a  LTCH  and  paid  under  the  LTCH  PPS 
beginning  with  its  next  cost  reporting 
period.  The  period  of  time  beginning 
when  a  hospital  begins  participation  in 
the  Medicare  program  as  a  hospital  and 
when  it  is  designated  as  an  LTCH  is  the 
“qualifying”  period.  A  LTCH  (or  other 
excluded  hospital)  may  establish  a 
satellite  if  it  demonstrates  to  its  fiscal. 
intermediary/MAC  that  it 
independently  meets  the  regulatory 
requirements  for  the  provider-type  of 
the  hospital  of  which  it  is  a  part  at 
§  412.22(h)(ii)  and  also  meets  the 
separateness  and  control  requirements 
set  forth  in  §412.22(h)(iii).  Because  the 
LTCH  of  which  the  satellite  is  a  part  has 
met  the  regulatory  requirements  at 
§  412.23(e),  there  would  be  no 
“qualifying  period”  for  a  LTCH  satellite. 

A  new  LTCH  satellite,  however,  could 
qualify  for  an  exception  to  the 
iAoratorium  if  it  meets  either  of  the 
exceptions  established  at  section 
114(d)(2)(B)  or  section  114(d)(2)(C)  of 
the  MMSEA  and  implemented  in  our 
regulations  at  §§412.23(e)(6)(ii)(B)  and 
412.23(e)(6)(ii)(C),  respectively.  Either 
of  these  exceptions  could  be  applicable 
to  a  LTCH  satellite.  The  regulations  at 
§412.23(e)(6)(ii)(B)  specify  that  the 
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moratorium  is  not  applicable  if  on  or 
before  December  29,  2007,  the  LTCH 
“[h]as  a  binding  written  agreement  with 
an  outside,  unrelated  party  for  the 
actual  construction,  renovation,  lease  or 
demolition  for  a  long-term  care  hospital; 
and  [h]as  expended,  before  December 
29,  2007,  at  least  10  percent  (or,  if  less, 
$2.5  million)  of  the  estimated  cost  of  the 
project  specified  in  paragraph  (ii)(B)(l) 
of  this  paragraph.”  At 
§412.23(e)(6)(ii)(C)  of  our  regulations, 
we  specify  that  the  moratorium  is  not 
applicable  if  on  or  before  December  29, 
2007,  the  LTCH  “[h]ad  obtained  an 
approved  certificate  of  need  from  the 
State,  when  required  by  State  law.” 
Therefore,  although  the  “qualifying 
period”  exception  at  section 
114(d)(2)(A)  to  the  moratorium  is  not 
relevant  to  the  development  of  a  LTCH 
satellite,  it  is  possible  that  a  new 
satellite  could  be  completed  under  the 
moratorium  if  either  of  the  above 
described  exceptions  were  met. 

Comment:  Five  commenters  disagreed 
with  CMS’  interpretation  of  section 
114(d)(2)(B)  of  the  MMSEA.  This 
section  provides  for  an  exception  to  the 
moratorium  that  specifies  that  the 
moratorium  shall  not  apply  to  a  LTCH 
(or  satellite)  that  as  of  the  date  of 
enactment  of  the  MMSEA  (December  29, 
2007)  “has  a  binding  written  agreement 
with  an  outside,  unrelated  party  for  the 
actual  construction,  renovation,  lease,  or 
demolition  for  a  long-term  care  hospital, 
and  has  expended  before  the  date  of  the 
enactment  of  this  Act,  at  least  10 
percent  of  the  estimated  cost  of  the 
project  (or  if  less,  $2,500,000).  *  *  *” 
Three  commenters  argued  that  the 
sentence  structure  indicates  that  the  two 
prongs  of  this  exception  are  separate 
and  that  the  second  prong  is  not 
dependent  upon  the  first.  Under  their 
interpretation,  the  “binding  contract” 
clause  is  entirely  separate  from  the  “has 
expended”  clause.  Furthermore,  the 
commenters  stated  that  when  Congress 
chose  the  term  “expended”  to  describe 
the  level  of  financial  commitment 
required  on  the  “project”  in  order  to 
meet  the  second  prong’s  test,  the 
commenters  believed  that  Congress 
meant  to  use  the  word  “obligated.” 
Additionally,  the  five  commenters 
stated  that  under  their  “correct” 
interpretation,  Congress  intended  that 
the  “*  *  *  at  least  10  percent  of  the 
estimated  cost  of  the  project  (or,  if  less, 
$2,500,000)”  refers  to  the  entire  costs  of 
developing  the  planned  LTCH,  not  the 
four  activities  specified  in  the  first 
prong,  that  is,  “the  actual  construction, 
renovation,  lease,  or  demolition  for  a 
long-term  care  hospital  *  *  Several 
commenters  argued  that  feasibility 


studies,  land  purchase,  architectural 
fees,  attorneys  fees,  appraisals,  purchase 
of  right-of-way,  as  well  as  other 
activities  that  occur  during  the 
development  of  a  hospital,  should  be 
included  in  this  definition.  Several 
members  of  Congress  urged  CMS  to 
extend  the  moratorium  exceptions  to 
several  LTCHs  in  their  districts  that 
would  otherwise  not  meet  the  second 
prong  of  the  exception  under  our 
interpretation  and  note  that  opening 
these  additional  LTCHs  is  in  die  public 
interest.  Two  hospitals  in  a  partnership 
to  develop  a  LTCH  and  their 
Congressional  representatives  stated 
that,  unless  CMS  revises  its 
interpretation  to  include  the  purchase  of 
land,  these  partnered  hospitals  would 
be  subject  to  a  great  financial  burden 
•  and  their  community  would  be  deprived 
of  a  needed  service. 

Response:  We  continue  to  believe  that 
our  interpretation  of  section  114(d)(2)(B) 
of  the  MMSEA,  as  implemented  in  the 
May  22,  2008  interim  final  rule  with 
comment  period,  accurately  implements 
the  statute  in  establishing  an  exception 
to  the  moratorium  on  new  LTCHs  and 
satellites.  The  policy  takes  into 
consideration,  as  of  the  date  of 
enactment  of  the  statute,  the  “actual” 
level  of  financial  expenditures  on  the 
four  specific,  verifiable  activities  taken 
in  preparation  of  the  development  of  a 
LTCH  or  satellite  that  are  cited  in  the 
statute.  This  exception  states  that  the 
moratorium  shall  not  apply  to  “a  long¬ 
term  care  hospital  that  as  of  the  date  of 
the  enactment  of  this  Act — *  *  *.  (B) 
has  a  binding  written  agreement  with  an 
outside,  unrelated  party  for  the  actual 
construction,  renovation,  lease,  or 
demolition  for  a  long-term  care  hospital, 
and  has  expended,  before  the  date  of  the 
enactment  of  this  Act,  at  least  10 
percent  of  the  estimated  cost  of  the 
project  (or,  if  less,  $2,500,000).*  *  *” 
We  despribed  this  exception  in  the 
May  22,  2008  interim  final  rule  with 
comment  period,  as  having  two  prongs. 
The  first  prong  is  the  clause  prior  to  the 
“and,”  that  is,  the  “binding  written 
agreement  with  an  outside,  unrelated 
party  for  the  ‘actual’  construction, 
renovation,  lease,  or  demolition  *  *  *.” 
Thp  second  prong  is  the  “has 
expended”  clause  and  its  limit, 
following  the  term  “and.”  We  disagree 
with  the  commenters’  assertions  that  in 
the  second  prong  the  “has  expended” 
clause  (following  the  “and”  in  the  above 
statutory  text)  is  separate  from  the  first 
prong  and  not  dependent  upon  it.  The 
conjunctive  “and”  clearly  makes 
meeting  both  prongs  a  requirement  to 
qualify  for  this  exception  to  the 
moratorium.  We  further  disagree  with 
the  commenters’  hypothetical 


arguments  that  the  “cost  of  the  project” 
in  the  second  prong  does  not  refer  to  the 
cost  of  the  four  activities  Congress 
specified  in  the  first  prong  (“actual 
construction,  renovation,  lease,  or 
demolition  *  *  *”). 

We  note  again  that  Congress  expressly 
specified  only  four  “actual”  activities  in 
the  statute.  We  also  believe,  as  we  stated 
in  the  May  22,  2008  interim  final  rule 
with  comment  period,  that  that  the  use 
of  the  term  “actual”  in  the  context  of  the 
phrase,  “actual  construction, 
renovation,  lease,  or  demolition,” 
limited  the  activities  that  Congress 
considered  to  represent  a  significant 
benchmark  in  that  particular  project  of 
developing  a  LTCH  or  a  LTCH  satellite 
facility. 

With  respect  to  the  second  prong,  we 
also  continue  to  understand  the  statute 
to  specify  that  the  hospital  or  entity 
must  have  expended  before  December 
29,  2007,  at  least  10  percent  of  the 
estimated  cost  of  the  project  (or,  if  less, 
$2,500,000).  By  “cost  of  the  project,”  we 
believe  the  statute  refers  to  the  activities 
enumerated  in  the  first  prong:  “the 
actual  construction,  renovation,  lease,  or 
demolition  for  a  long-term  care 
hospital.”  We  believe  the  statute 
requires  that  the  hospital  or  entity 
“*  *  *  has  expended  *  *  *;”  the 
amount  specified  in  the  statute  on  the 
actual  construction,  renovation,  lease,  or 
demolition  for  the  contemplated  LTCH, 
not  just  that  both  prongs  are  met,  with 
no  intended  interdependence.  In  other 
words,  we  believe  that  the  two  prongs 
of  the  exception  at  section  114(d)(2)(B) 
of  the  MMSEA  are  linked  together,  with 
the  second  clause  detailing  the 
conditions  under  which  the  first  one 
would  qualify. 

Furthermore,  because  the  statute  uses 
the  phrase  “has  expended”  we  continue 
to  believe,  as  we  indicated  in  the  May 
22,  2008  interim  final  rule  with 
comment  period,  that  the  statute 
requires  that  a  hospital  or  entity  would 
have  actually  transferred  funds  as 
payment  for  the  project  as  opposed  to 
merely  obligating  capital  and  posting 
the  cost  of  the  project  on  its  books  as  of 
December  29,  2007.  As  we  noted,  the 
ability  to  post  the  expense  on  the 
hospital’s  or  entity’s  books  could  be 
satisfied  by  merely  having  a  binding 
written  agreement  under  the  first  prong 
of  section  114(d)(2)(B)  of  the  MMSEA.  . 
Had  Congress  allowed  merely 
“obligated”  funds  to  be  included  in  the 
calculation  of  the  10  percent  of  the 
estimated  cost  of  the  project  (or,  if  less, 
$2,500,000)  we  believe  that  the  term 
“obligated”  would  have  been  chosen 
rather  than  the  term  “expended.” 

We  understand  the  concerns 
expressed  by  several  commenters, 
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including  Congressional  representatives, 
that  our  interpretation  of  the  exception 
to  the  moratorium  at  section 
114(d)(2)(B)  may  cause  hardship  to 
LTCHs  under  development  that  could 
not  meet  the  “expenditure”  prong 
unless  cost  of  the  purchase  of  land  is 
included.  However,  as  explained  earlier, 
we  continue  to  believe  the  statute 
clearly  indicates  what  costs  may  be 
included.  Furthermore,  we  note  that  the 
ARRA  made  several  changes  to  the 
language  in  section  114  of  the  MMSEA. 

If  Congress  intended  that  other  costs, 
such  as  the  cost  of  the  land  should  be 
considered,  it  could  have  amended  the 
MMSEA  accordingly. 

Comment:  One  commenter  urged 
CMS  to  use  its  discretion  to  authorize  its 
fiscal  intermediaries  and  MACs  to 
evaluate  and  potentially  approve  other 
LTCH  projects  that  do  not  fit  perfectly 
within  one  of  the  enumerated 
exceptions  to  the  moratorium  but  that 
“meet  the  intent  of  the  moratorium.” 

Response:  When  we  implemented  the 
moratorium  provision  in  the  May  22, 
2008  interim  final  rule  with  comment 
period,  we  noted  that  Congress  was  very 
specific  in  enumerating  the  conditions 
under  which  it  granted  exceptions  to  the 
moratorium  on  the  development  of  new 
LTCHs  and  LTCH  satellites  and  on  the 
increase  in  the  number  of  beds  in 
existing  LTCHs,  in  sections  114(d)(2) 
and  (d)(3)  of  the  MMSEA.  The  ARRA 
amended  section  114(d)(3)(A)  of  the 
MMSEA,  and  established  an  additional 
CON  exception  for  bed  increases  in 
LTCHs  and  LTCH  satellites.  (We  discuss 
this  amendment  in  detail  in  an  interim 
final  rule  with  comment  period  in 
section  XI.  of  this  document.)  Congress 
made  only  the  single  change  specified 
in  the  ARRA  when  it  amended  the 
moratorium  provision  in  section  114(d) 
of  the  MMSEA.  Because  this  was  the 
sole  change  made  by  Congress  in  the 
exceptions  to  the  moratorium 
established  under  section  114(d)  of  the 
MMSEA,  we  do  not  believe  that  it  is 
appropriate  for  us  to  further  interpret 
these  exceptions  through  the  regulatory 
process. 

Comment:  Several  commenters  asked 
us  to  clarify  what  activities  on  the  part 
of  either  an  existing  LTCH  or  an  existing 
satellite  would  continue  to  be 
permissible  under  section  114(d)(1)  of 
the  MMSEA.  Specifically,  the 
commenters  asked  the  following 
questions:  (1)  Is  an  existing  LTCH  or  an 
existing  satellite  permitted  to  relocate; 

(2)  may  a  LTCH  under  development  that 
meets  the  moratorium  exception  at 
section  114(d)(2)(A),  (B),  or  (C)  undergo 
a  change  in  ownership  without 
imperiling  the  exception;  (3)  may  an 
existing  LTCH  merge  with  another 


LTCH;  (4)  are  two  satellites  of  the  same 
LTCH  permitted  to  consolidate;  (5)  how 
does  the  moratorium  affect  a  remote 
location  of  a  LTCH;  (6)  is  a  LTCH 
permitted  to  reduce  its  bed  numbers  and 
open  a  remote  location  (not  a  satellite) 
with  those  beds  so  that  there  is  no 
increase  in  bed  numbers  under  the 
LTCH’s  provider  number;  and  (7)  does 
the  moratorium  have  any  impact  on  the 
ability  of  a  new  IRF  or  IPF  to  co-locate 
with  an  existing  LTCH  without  affecting 
its  Medicare  certification? 

Response:  In  response  the 
commenters’  specific  concerns 
regarding  our  implementation  of  section 
114(d)  of  the  MMSEA,  we  will  take  this 
opportunity  to  set  forth  the  policy 
determinations  on  permissible  actions 
by  LTCHs  and  satellites  during  the 
moratorium  that  we  have  given 
individually  to  a  number  of  targeted 
inquiries  from  LTCHs,  trade 
associations,  consultants,  and  attorneys. 
Specifically,  following  the  numbering  of 
the  questions  in  the  comment  above,  our 
responses  are  below: 

(1)  An  existing  LTCH  or  an  existing 
LTCH  satellite  may  relocate  in 
accordance  with  State  survey  agency 
policies  as  long  as  there  is  no  increase 
in  the  number  of  beds  in  the  LTCH  or 
in  the  satellite  at  the  new  site.  For 
example,  if  the  State  surveyors  would 
typically  allow  LTCH  “A”  with  100 
beds  to  move  to  a  building  8  miles  away 
and  it  maintains  the  same  provider 
agreement,  the  moratorium  would  not 
preclude  the  re-opening  of  the  100  bed 
LTCH  in  the  new  location.  However  if 
the  LTCH  has  a  new  provider  agreement 
at  the  new  location,  it  would  be  a  new 
LTCH  and  therefore  subject  to  the 
moratorium. 

(2)  A  new  LTCH  that  meets  one  (or 
more  of)  the  exceptions  at  sections  . 
114(d)(2)(A),  (B)  and  (C)  of  the  MMSEA, 
may  undergo  a  change  of  ownership  and 
may  still  qualify  for  the  exception,  if 
certain  requirements  are  met. 
Specifically,  if  meeting  the  “qualifying 
period”  exception  at  section 
114(d)(2)(A)  of  the  MMSEA  is  the 
exception  being  claimed,  a  change  of 
ownership  where  the  new  owner  takes 
over  the  original  provider  agreement 
would  not  affect  the  hospital’s 
qualification  for  an  exception.  If  the 
hospital  or  entity  is  claiming  that  it 
meets  the  exception  set  forth  at  section 
114(d)(2)(B),  that  is,  that  it  has  a 
“binding  written  agreement  *  *  *  and 

*  *  *  has  expended  *  *  *  at  least  10 
percent  of  the  estimated  cost  of  the 
project  (or  if  less,  $2,500,000)  *  *  *,” 
but  the  developing  entity  was  sold, 
eligibility  for  the  exception  can  be 
granted  to  the  original  owner.  However, 
a  determination  would  be  made  by  the 


CMS  RO  which  initially  granted  the 
exception  as  to  whether  it  is  still  the 
same  LTCH  or  entity  that  would  meet 
the  requirements  of  section  114(c)(2)(B) 
of  the  MMSEA.  Finally,  if  the  hospital 
or  entity  that  is  developing  the  LTCH  is 
basing  its  exception  on  section 
114(c)(2)(C)  of  the  MMSEA,  that  is,  that 
a  CON  was  obtained  in  a  State  where 
one  was  required  on  or  before  December 
29,  2007,  a  determination  would  need  to 
be  made  by  the  State  Agency  on 
whether  the  CON  that  was  originally 
issued  was  transferable  to  a  new  owner 
or  whether  a  new  CON  would  be 
required  in  order  to  proceed.  If  a  new 
CON  is  required,  the  hospital  or  entity 
would  not  meet  the  statutory  December 
29,  2007  deadline  and  therefore,  would 
not  qualify  for  an  exception  to  the 
moratorium. 

(3)  We  would  apply  CMS’ 
longstanding  policy  regarding  hospital 
mergers  so  that  the  merger  of  two 
LTCHs  would  result  in  one  LTCH’s 
provider  number  being  voluntarily 
terminated  and  the  other  serving  as  the 
provider  number  for  the  new  entity.  The 
moratorium  on  the  increase  in  hospital 
beds  would  apply  to  the  sum  of  the  beds 
that  existed  in  both  LTCHs  as  of 
December  29,  2007.  This  determination 
parallels  our  approach  to  determining 
appropriate  caps  on  the  number  of 
residents  under  our  GME  payment 
adjustment  when  hospitals  merge  so 
that  any  additional  statutory  or 
regulatory  limit  on  residency  positions 
in  the  merged  entity  would  be  imposed 
on  top  of  the  sum  of  the  positions  that 
had  been  available  in  each  hospital 
prior  to  the  merger  (64  FR  26329). 

(4)  Two  satellites  of  the  same  LTCH 
would  not  be  permitted  to  consolidate 
during  the  3-year  moratorium.  The 
reason  for  this  is  that  the  result  of  the 
satellites  consolidating  would  be  an 
increase  in  the  number  of  beds  in  one 
satellite,  which  is  precluded  by  section 
114(d)(1)(B)  of  the  MMSEA. 

(5)  Section  114(d)  of  the  MMSEA  does 
not  subject  remote  locations  of  a  LTCH 
to  the  moratorium,  but  we  emphasize 
that  it  would  be  essential  to  determine 
that  the  facility  in  question  is  actually 

a  “remote  location”  and  not  a  satellite 
of  a  LTCH.  If  the  “remote  location”  is 
%  located  on  the  campus  of  another 
hospital,  it  is  defined  as  a  satellite, 
under  §  412.22(h)  of  the  regulations, 
and,  therefore,  subject  to  the 
moratorium.  A  remote  location  of  a 
LTCH  that  was  not  a  satellite,  because 
it  is  provider-based  and  not  co-located 
with  another  hospital,  however,  would 
operate  under  the  provider  number  of 
its  main  LTCH.  Therefore,  where 
establishing  a  remote  location  adds  beds 
under  that  provider  number,  in  the 
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aggregate,  it  is  subject  to  the 
moratorium. 

(6)  If  a  LTCH  adds  a  provider-based 
location  that  does  not  increase  the 
aggregate  number  of  beds  at  the  LTCH, 
because  it  has  decreased  the  number  of 
beds  at  the  main  campus  by  at  least  an 
equivalent  number  of  beds,  the  LTCH 
would  not  have  violated  the 
moratorium. 

(7)  The  moratorium  provision  at 
section  114(d)  of  the  MMSEA  would 
have  no  impact  on  whether  an  IRF  or  an 
IPF  could  co-locate  with  an  existing 
LTCH.  All  providers  that  would  be 
affected  by  the  co-location,  however, 
would  be  required  to  comply  with 
“separateness  and  control”  regulations 
at  §  412.22(e)  and  the  existing  LTCH 
would  be  required  to  meet  the 
notification  requirements  at 

§  412.22(e)(3). 

Comment:  One  commenter  requested 
that  CMS  view  “obtaining  a  new 
provider  number”  under  circumstances 
where  there  is  an  acquisition  of  another 
facility  as  the  same  as  when  there  is  an 
assumption  of  an  existing  number  and, 
therefore,  covered  by  the  exemption 
from  the  moratorium. 

Response:  As  we  stated  in  the 
previous  response,  under  our  existing 
regulations  at  §  489.18,  which  govern 
change  of  ownership  and  its  effect  on 
provider  agreements,  there  is  a 
signififcant  difference  between  whether  a 
LTCH  is  acquired  and  it  functions  under 
the  same  provider  agreement  as  prior  to 
the  acquisition  compared  to  a  situation 
where  a  new  provider  agreement  is 
sought  when  a  hospital  changes 
ownership.  Since  the  cessation  of 
service  under  an  existing  provider 
agreement  is  considered  a  termination 
of  the  provider  agreement  for  the 
duration  of  the  moratorium,  obtaining  a 
new  provider  agreement  for  a  LTCH 
would  be  tantamount  to  developing  a 
new  LTCH,  an  activity  that  is  precluded 
unless  one  of  the  statutory  exceptions, 
discussed  in  detail  above,  was  met.  We 
encourage  the  commenter  to  review  our 
regulations  at  42  CFR  part  489  Subpart 
E.  These  regulations  address  the 
distinction  between  these  two 
alternatives  and  specify  the 
requirements  and  consequences  of  both. 

Comment:  Three  commenters  stated 
that  it  is  their  understanding  that  an 
increase  in  “non-Medicare  certified 
beds”  is  permitted  under  the 
moratorium  established  under  section 
114(d)(3)  of  the  MMSEA. 

Response:  The  commenters’ 
understanding  is  incorrect.  All  beds  in 
a  LTCH  with  an  agreement  to  participate 
in  the  Medicare  program  must  be 
available  to  Medicare  beneficiaries.  We 
used  the  term  “Medicare  certified  beds” 


in  the  May  22,  2008  interim  final  rule 
with  comment  period  in  order  to  specify 
how  we  would  count  the  actual  number 
of  beds  in  an  existing  LTCH  or  satellite 
after  the  MMSEA  was  enacted.  At  that 
time,  we  noted  that  we  were  using  the 
number  of  beds  certified  by  Medicare, 
because  this  number  could  be  verified 
by  CMS  and  its  contractors  and  this  was 
currently  referenced  in  our  regulations 
at  §412.22(h)(2)(i),  and  similarly 
referenced  in  §  412.22(f)(1)  (73  FR  29706 
and  29707).  We  did  not  mean  to  imply 
that  there  could  be  some  hospital  beds 
that  would  be  available  for  non- 
Medicare  patients  but  would  not  be 
available  for  use  by  Medicare 
beneficiaries. 

After  considering  the  public 
comments  we  received,  we  are 
finalizing  the  regulatory  changes  at 
§§412. 22. (e)(5)  and  (e)(6)  implementing 
section  114(d)  of  the  MMSEA  that  we 
included  in  the  May  22,  2008  interim 
final  rule  with  comment  period. 

We  once  again  note  that  the 
amendments  to  both  section  114(c)  and 
(d)  of  the  MMSEA  made  by  the  ARRA 
are  being  implemented  in  an  interim 
final  rule  with  comment  period  in 
section  XI:  of  this  document. 

XI.  Interim  Final  Rule  With  Comment 
Period  Implementing  Section  4302  of 
the  American  Recovery  and 
Reinvestment  Act  of  2009  (Pub.  L.  111- 
5)  Relating  to  Payments  to  LTCHs  and 
LTCH  Satellite  Facilities 

A.  Background 

Section  4302  of  the  American 
Recovery  and  Reinvestment  Act  (ARRA) 
(Pub.  L.  111-5)  affects  several  of  the 
provisions  of  section  114  of  the  MMSEA 
(Pub.  L.  110-173)  that  are  discussed  in 
section  X.  of  the  preamble  of  this 
document.  Specifically,  section  4302  of 
the  ARRA  amended  several  of  the 
provisions  of  section  114  of  the 
MMSEA,  to  be  effective  and  applicable 
as  if  the  amendments  had  been  included 
in  the  MMSEA.  Some  of  the  ARRA 
amendments  address  issues  raised  by 
commenters  regarding  our  May  22,  2008 
•interim  final  rule  with  comment  period 
(73  FR  29699).  (In  section  X.  of  the 
preamble  of  the  final  rule  in  this 
document,  we  respond  to  comments 
received  on  the  May  22,  2008  interim 
final  rule  with  comment  period,  and 
finalize  the  policies  implementing 
section  114(c)  of  the  MMSEA  that  were 
not  amended  by  the  ARRA.) 


B.  Amendments  Relating  to  Payment 
Adjustment  to  LTCHs  and  LTCH 
Satellite  Facilities  Made  by  Section  4302 
of  the  ARRA 

Sections  114(c)(1)(A)  and  (B)  of  the 
MMSEA  established  a  3-year  delay,  for 
cost  reporting  periods  beginning  on  or 
after  December  29,  2007,  for 
freestanding  LTCHs  (defined  at 
§  412.23(e)(5)  of  the  regulations)  and 
“grandfathered”  long-term  care  HwHs, 
from  the  application  of  the  percentage 
threshold  payment  adjustment 
established  under  §  412.536  or 
§412.534,  respectively,  or  any  similar 
provision.  Section  4302(a)(1)  of  the 
ARRA  amended  the  provisions  of 
sections  114(c)(1)(A)  and  (B)  of  the 
MMSEA  as  follows: 

First,  under  section  4302(a)(1)(A)  of 
the  ARRA,  the  heading  of  section 
114(c)(1)  is  changed  to  “Delay  in 
Application  of  25  Percent  Patient 
Threshold  Payment  Adjustment”  from 
the  original  “No  Application  of  25 
Percent  Patient  Threshold  Payment 
Adjustment  to  Freestanding  and 
Grandfathered  LTCHs.” 

Second,  under  section  4302(a)(1)(B)  of 
the  ARRA,  the  effective  date  of  the  delay 
in  application  of  the  25  percent  patient 
threshold  payment  adjustment  found  in 
section  114(c)(1)  of  the  MMSEA  is 
changed  from  the  date  of  enactment  of 
the  MMSEA  (that  is,  December  29,  2007) 
to  July  1,  2007.  As  a  result,  a 
“grandfathered”  long-term  care  HwH  or 
a  “freestanding”  LTCH  with  a  cost 
reporting  period  beginning  before 
December  29,  2007,  would  no  longer  be 
subject  to  the  applicable  payment 
adjustments  at  §  412.534(h)  and 
§  412.536  until  the  start  of  its  next  cost 
reporting  period.  This  is  the  case 
because  T)ur  regulations  at  §  412.534(h), 
with  respect  to  “grandfathered”  LTCHs, 
and  §  412.536  with  respect  to  all  LTCHs, 
were  implemented  for  cost  reporting 
periods  beginning  on  or  after  July  1, 
2007.  Therefore,  the  amendment  made 
by  section  4302(a)(1)(B)  of  the  ARRA  to 
section  114(c)(1)  of  the  MMSEA  results 
in  a  uniform  start  of  the  application  of 
the  statutory  3-year  relief  from  the  25 
percentage  threshold  payment 
adjustment. 

Third,  section  4302(a)(1)(C)  of  the 
ARRA  adds,  for  3  years,  a  third  category 
of  LTCHs  that  will  not  be  subject  to 
§§412.534  and  412.536  of  the 
regulations,  or  any  similar  provision  of 
the  regulations  for  a  3-year  period  for 
cost  reporting  periods  beginning  on  or 
after  July  1,  2007.  Specifically,  section 
4302(a)(1)(C)  of  the  ARRA  extends  the 
3-year  exemption  from  the  percentage 
threshold  payment  adjustments  at 
§§412.534  and  412.536  to  include 
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“*  *  *  a  long-term  care  hospital,  or 
satellite  facility,  that  as  of  December  29, 
2007,  was  co-located  with  an  entity  that 
is  a  provider-based;  off-campus  location 
of  a  subsection  (d)  hospital  which  did 
not  provide  services  payable  under 
section  1886(d)  of  the  Social  Security 
Act  at  the  off-campus  location  *  *  *.” 
Therefore,  no  percentage  threshold  (and 
therefore,,  no  payment  adjustment)  will 
be  applied  for  patients  discharged  from 
an  acute  care  hospital  who  are  admitted 
to  a  LTCH  or  LTCH  satellite  facility  that 
is  co-located  with  an  entity  that  is  a 
provider-based,  off-campus  location  of 
an  acute  care  hospital  (as  set  forth  in  our 
regulations  at  §  413.65)  as  long  as  there 
are  no  inpatient  acute  care  hospital 
services  payable  under  section  1886(d) 
of  the  Act  offered  at  that  off-campus 
location.  For  example,  this  would  apply 
to  a  situation  where  an  acute  care 
hospital,  that  Medicare  pays  under  the 
IPPS,  is  located  on  the  main  campus  of 
a  multicampus  entity  and,  on  a  second 
campus  of  that  acute  care  hospital,  the 
LTCH  shares  a  building  with  an  IRF  unit 
or  an  outpatient  clinic  that  is  provider- 
based  to  the  acute  care  hospital  but 
there  are  no  services  payable  under  the 
IPPS  hospital  provided  at  that  second 
campus. 

Section  114(c)(2)  of  the  MMSEA 
provided,  for  a  3-year  period,  increases 
in  the  percentage  thresholds  (“payment 
adjustments”)  established  under 
§412.534  of  the  regulations  for 
“applicable”  LTCHs  or  satellite  facilities 
for  cost  reporting  periods  beginning  on 
or  after  December  29,  2007.  Specifically, 
if  the  threshold  percentage  would  have 
been  25  percent,  for  3  years  it  will 
increase  to  50  percent;  and  if  the 
threshold  would  have  been  50  percent 
prior  to  the  enactment  of  the  MMSEA, 
it  will  increase  to  75  percent.  The  term 
“applicable”  was  defined  as  “*  *  *  a 
hospital  or  satellite  facility  that  is 
subject  to  the  transition  rules  under 
section  412.534(g)  of  title  42  of  the  Code 
of  Federal  Regulations.”  The  revisions 
made  by  section  114(c)(2)  of  the 
MMSEA  were  limited  to  a  hospital  or  a 
satellite  subject  to  the  transition  rules  at 
§  412.534(g)  of  the  regulations.  Because 
“grandfathered”  LTCH  satellite  facilities 
were  subject  to  the  transition  at 
§  412.534(hLof  the  regulations,  not  at 
§  412.534(g),  the  percentage  increase 
resulting  from  the  application  of  section 
114(c)(2)  did  not  apply  to  them  (73  FR 
29703). 

Section  4302(a)(2)(A)  of  the  ARRA 
modified  the  definition  of  “applicable 
long  term  care  hospital  or  satellite 
facility.”  This  provision  amended 
section  114(c)(2)(B)(ii)  of  the  MMSEA 
by  specifying  that  those  “grandfathered 
satellites”  described  in  §412.22(h)(3)(i) 


of  the  regulations  were  to  be  included 
in  the  definition.  (Under 
§  412.22(h)(3)(i),  “grandfathered” 
satellites  were  exempted  from 
compliance  with  the  “separateness  and 
control”  rules  specified  in  §  412.22(h)  if 
they  had  been  structured  as  a  satellite 
facility  on  or  before  September  30, 

1999.)  However,  we  note  that 
“grandfathered  satellites”  under 
§  412.22(h)(3)  of  the  regulations 
continue  to  be  subject  to  the  applicable 
percentage  thresholds  outlined  in 
§412.536  for  patients  admitted  from  any 
individual  hospital  with  which  they 
were  not  co-located  because  there  were 
no  exceptions  for  such  entities  for 
purposes  of  payment  as  described  at 
§  412.536  of  the  regulations. 

Section  114(c)(2)(C)  of  the  MMSEA 
applied  the  3-year  increase  in  the 
percentage  thresholds  at  §  412.534  of  the 
regulations  for  cost  reporting  periods 
beginning  on  or  after  the  date  of 
enactment  of  the  MMSEA  (December  29, 
2007).  Section  4302(a)(2)(B)  of  the 
ARRA  revised  the  effective  date  of  the 
MMSEA  provisions  to  increase  the 
applicable  percentages  to  cost  reporting 
periods  beginning  on  or  after  October  1, 
2007,  for  LTCHs  and  LTCH  satellite 
facilities  that  were  subject  to  the 
transition  rules  under  §  412.534(g)  and 
also  established  the  effective  date  as 
cost  reporting  periods  beginning  on  or 
after  July  1,  2007,  “*  *  *  in  the  case  of 
a  satellite  facility  described  in  section 
412.22(h)(3)(i)  of  title  42  of  the  Code  of 
Federal  Regulations.”  (Different  dates 
are  applicable  because  the  effective  date 
for  the  25  percent  threshold  payment 
adjustment  policy  for  LTCHs  and  LTCH 
satellite  facilities  governed  under 
§^412. 534(g)  of  the  regulations  was 
October  1,  2005,  while  the  percent 
threshold  for  “grandfathered”  LTCH 
satellite  facilities  policy  was  effective 
for  cost  reporting  periods  beginning  on 
or  after  July  1,  2007.) 

The  result  of  this  modification  in  the 
effective  date  of  the  3-year  increase  in 
the  percentage  threshold  for 
“applicable”  LTCHs  and  LTCH  satellite 
facilities  (now  including  “grandfathered 
satellites”)  is  that  LTCHs  and  LTCH 
satellite  facilities  will  not  have  the  fully 
phased-in  25  percentage  threshold 
payment  adjustment  applied  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2007,  and  "grandfathered” 
satellite  facilities  will  not  be  subject  to 
the  transition  to  the  25  percentage 
threshold  for  cost  reporting  periods 
beginning  on  or  after  July  1.  2007. 

To  implement  the  provisions  of 
section  4302  of  the  ARRA,  in  this 
interim  final  rule  with  comment  period, 
we  are  revising  our  regulations  at 


§§  412.534  and  412.536  to  reflect  the 
statutory  revisions  described  above. 

C.  Amendment  to  the  Moratorium  on 
the  Increase  in  Number  of  Beds  in 
Existing  LTCHs  or  LTCH  Satellite 
Facilities  Made  by  Section  4302  of  the 
ARRA 

Section  114(d)  of  the  MMSEA 
provided  a  3-year  moratorium  on  the 
increase  of  hospital  beds  in  existing 
LTCHs  and  LTCH  satellite  facilities. 

(The  definition  of  an  existing  LTCH  and 
LTCH  satellite  facility  for  purposes  of 
this  policy  is  codified  at  §412.23(e)(7)(i) 
of  our  regulations.)  Section  114(d)  of  the 
MMSEA  includes  exceptions  to  the 
moratorium  on  the  increase  in  hospital 
beds  in  existing  LTCHs  and  LTCH 
satellite  facilities.  Specifically,  section 
114(d)(3)(A)  of  the  MMSEA  provided 
that  the  moratorium  on  the  increase  in 
beds  in  an  existing  LTCH  or  LTCH 
satellite  facility  would  not  apply  to  an 
increase  in  beds  if  an  existing  LTCH  or 
LTCH  satellite  facility  is  “located  in  a 
State  where  there  is  only  one  other  long¬ 
term  care  hospital;  and  requests  an 
increase  in  beds  following  the  closure  or 
the  decrease  in  the  number  of  beds  of 
another  long-term  care  hospital  in  the 
State.” 

Section  4302(b)  of  the  ARRA  added 
an  additional  exception  to  the  bed- 
increase  moratorium  in  an  existing 
LTCH  or  LTCH  satellite  facility  “*  *  * 
if  the  hospital  or  facility  obtained  a 
certificate  of  need  for  an  increase  in 
beds  that  is  in  a  State  for  which  such 
certificate  of  need  is  required  and  that 
was  issued  on  or  after  April  1,  2005,  and 
before  December  29,  2007.” 

Accordingly,  in  this  interim  final  rule 
with  comment  period,  we  are  revising 
our  regulations  at  §41 2.23(e)(7)(B)  to 
include  this  new  exception  to  the 
moratorium  on  an  increase  in  the 
number  of  beds  in  existence  in  an 
existing  LTCH  or  LTCH  satellite  facility 
beyond  those  in  existence  on  December 
29,  2007.  In  the  May  22,  2008  interim 
final  rule  with  comment  period,  in  our 
discussion  of  the  original  exception  to 
the  moratorium  on  bed  increases  at 
section  114(d)(3)(A)  of  the  MMSEA,  and 
in  our  regulations  at 
§§412.23(e)(7)(ii)(A)  and  (e)(7)(ii)(B)(2) 
added  in  that  interim  final  rule  with 
comment  period,  we  noted  that  the 
baseline  number  of  beds  that  existed  on 
December  29,  2007,  was  the  number  of 
Medicare-certified  beds  because  this 
number  can  be  verified  by  CMS  and  its 
contractors  and  this  is  currently 
referenced  in  our  regulations  at 
§412.22(h)(2)(i),  and  in  a  similar 
reference  in  §  412.22(f)(1)  (73  FR  29706 
and  29707).  However,  we  emphasize 
that,  in  employing  the  term  “Medicare- 
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certified  beds,”  we  are  not  implying  that 
there  is  distinction  between  “Medicare- 
certified  beds”  and  some  additional 
group  of  beds  in  the  hospital  that'  are 
reserved  for  non-Medicare  patients  and, 
therefore,  not  included  in  this  total.  A 
hospital  participates  in  the  Medicare 
program  in  its  entirety;  that  is,  all  beds 
in  a  hospital  with  a  provider  agreement 
with  the  Medicare  program  are  available 
for  use  by  Medicare  beneficiaries. 

As  we  specified  in  our  discussion  in 
the  May  22,  2008  interim  final  rule  with 
comment  period  regarding 
implementation  of  the  certificate  of 
need  exception  to  the  development  of 
new  LTCHs  and  LTCH  satellite  facilities 
provided  in  section  114(d)(2)(C)  of  the 
MMSEA  and  codified  at 
§412.23(e)(6)(ii)(C)  of  our  regulations, 
decisions  regarding  whether  a  specific 
situation  will  be  considered  to  meet  the 
certificate  of  need  exception  established 
by  the  section  4302(b)  of  the  ARRA, 
which  modifies  section  114(d)(3)(A)  of 
the  MMSEA,  on  the  increase  in  the 
number  of  beds  in  existing  LTCHs  or 
LTCH  satellite  facilities,  will  be 
determined  on  a  case-by-case  basis  by 
the  applicant’s  State  agency,  which  will 
make  recommendations  to  the  CMS 
regional  office.  (The  ARRA  included  no 
amendments  to  section  114(d)  of  the 
MMSEA  regarding  the  moratorium  on 
the  development  of  new  LTCHs  and 
LTCH  satellite  facilities.  Therefore,  we 
have  finalized  our  regulations  regarding 
this  provision  at  §  412.23(e)(6)  as 
discussed  in  section  X.  of  the  preamble 
of  the  final  rule  in  this  document.) 

Finally,  section  4302(c)  of  the  ARRA 
specifies  that  the  “*  *  *  effective  date 
of  the  amendments  made  by  this  section 
shall  be  effective  and  apply  as  if 
included  in  the  enactment  of  the 
Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007”  (Pub.  L.  110- 
173). 

Accordingly,  in  this  interim  final  rule 
with  comment  period,  we  are  revising 
our  regulations  at  §  412.23  to  include  a 
description  of  the  additional  exception 
to  the  moratorium  on  the  establishment 
of  new  beds  in  existing  LTCHs  and 
LTCH  satellite  facilities. 

D.  Responses  to  Comments 

Because  of  the  large  number  of  public 
comments  we  normally  receive  on 
Federal  Register  documents,  we  are  not 
able  to  acknowledge  and  respond  to 
them  individually.  We  will  consider  all 
comments  we  receive  by  the  date  and 
time  specified  in  the  DATES  section  of 
this  document,  and,  when  we  proceed 
with  a  subsequent  document,  we  will 
respond  to  the  comments  in  the 
preamble  of  that  document. 


E.  Waiver  of  Proposed  Rulemaking 

We  ordinarily  publish  a  notice  of 
proposed  rulemaking  and  invite  public 
comment  on  a  proposed  rule  in 
accordance  with  5  U.S.C.  553(b)  of  the 
Administrative  Procedure  Act  (APA).  In 
addition,  section  1871(b)(1)  of  the  Act 
provides  that  the  Secretary  shall  provide 
for  notice  of  the  proposed  regulation  in 
the  Federal  Register  and  a  period  of  not 
less  than  60  days  for  public  comment 
thereon.  Section  1871(b)(2)  of  the  Act 
provides  for  an  exception  to  the 
requirement  that  the  Secretary  provide 
for  notice  of  a  proposed  rulemaking  and 
a  period  of  not  less  than  60  days  for 
public  comment.  Specifically,  section 
1871(b)(2)(B)  of  the  Act  provides  an 
exception  to  these  requirements  when  a 
law  establishes  a  specific  deadline  for 
the  implementation  of  a  provision  and 
the  deadline  is  less  than  150  days  after 
the  date  of  the  enactment  of  the  statute 
in  which  the  deadline  is  contained. 
Section  4302  of  the  ARRA  amended 
sections  114(c)  and  (d)  of  the  MMSEA 
and  changed  existing  LTCH  PPS 
policies.  It  affected  the  adjustment 
policies  in  §412.534  and  §412.536  of 
our  regulations.  It  also  revised  a 
moratorium  on  bed  increases  in  existing 
LTCHs  and  LTCH  satellite  facilities 
affecting  policies  in  §  412.23  of  our 
regulations.  These  changes  were 
required  to  be  implemented  as  if 
included  in  the  enactment  of  the 
MMSEA  2007,  that  is,  December  29, 
2007.  Accordingly,  these  changes  are 
required  to  be  implemented:  (1) 

Effective  December  29,  2007  (section 
4302(c)  of  the  ARRA);  (2)  beginning 
with  cost  reporting  periods  beginning 
on  or  after  December  29,  2007  (section 
4302(b)  of  the  ARRA);  or  beginning  with 
cost  reporting  periods  beginning  on  or 
after  July  1,  2007,  or  October  1,  2007,  as 
applicable  (sections  4302(a)(1)(B)  and 
(a)(2)(B)  of  the  ARRA).  The  ARRA  was 
enacted  on  February  17,  2009.  Thus, 
section  4302  of  the  ARRA’s  deadlines 
for  implementation  of  the  MMSEA- 
related  policies  contained  in  this 
interim  final  rule  with  comment  period 
were  less  than  150  days  after  the  date  of 
the  enactment  of  the  statute  in  which 
the  deadlines  were  contained. 

Therefore,  under  the  authority  of 
section  1871(b)(2)(B)  of  the  Act,  we  are 
waiving  notice  and  comment 
procedures  for  the  AARA  amendments 
to  the  MMSEA  policy  changes 
pertaining  to  §§412.534  and  412.536  of 
our  regulations  as  well  as  the 
moratorium  on  increasing  beds  at  an 
existing  LTCH  and  an  existing  satellite 
facility  of  a  LTCH  in  §  412.23. 

We  also  find  good  cause  to  waive  the 
requirement  for  publication  of  a  notice 


of  proposed  rulemaking  and  comment 
on  the  grounds  that  it  is  Unnecessary, 
impracticable  and  contrary  to  the  public 
interest  under  the  authority  of  5  U.S.C. 
553(b)(B).  In  general,  this  interim  final 
rule  with  comment  period  sets  forth 
nondiscretionary  provisions  of  the 
amendments  made  by  section  4302  of 
the  ARRA  to  section  114  of  the  MMSEA 
with  respect  to  a  moratorium  on  the 
increase  of  long-term  care  hospital  beds 
in  existing  LTCHs  or  LTCH  satellite 
facilities,  and  payment  policies 
pertaining  to  §§  412.534  and  412.536  of 
*our  regulations.  Therefore,  we  believe 
pursuing  notice  and  comment  is 
unnecessary. 

Moreover,  because  that  process  would 
prevent  timely  implementation  of 
congressionally  mandated  policy 
changes  that  are  to  be  effective,  as 
described  previously  in  this  section,  we 
believe  notice  and  comment  procedures 
are  impracticable  and  contrary  to  the 
public  interest. 

In  addition,  notice  and  comment 
would  delay  significantly  the  issuance 
of  essential  guidance  to  the  public 
which  is  necessary  to  assist  them  in 
making  complex,  time-sensitive 
business  decisions  of  significant 
financial  consequence  with  respect  to 
their  efforts  to  comply  with  section  114 
of  the  MMSEA  as  amended  by  section 
4302  of  the  ARRA.  Failure  to  provide 
this  guidance  would  impede  such 
business  decisions. 

Section  1871(e)(1)(A)  of  the  Act 
provides  that  a  substantive  change  in 
regulations,  manual  instructions, 
interpretative  rules,  statements  of 
policy,  or  guidelines  of  general 
applicability  under  this  title  shall  not  be 
applied  (by  extrapolation  or  otherwise) 
retroactively  tp  items  and  services 
furnished  before  the  effective  date  of  the 
change  unless  the  Secretary  determines 
that  (i)  such  retroactive  application  is 
necessary  to  comply  with  statutory 
requirements;  or  (ii)  failure  to  apply  the 
change  retroactively  would  be  contrary 
to  the  public  interest.  As  explained 
above,  the  amendments  made  by  section 
4302  of  the  ARRA  to  section  114  of  the 
MMSEA  requires  the  Secretary  to 
implement  various  policy  changes 
beginning  with  cost  reporting  periods 
beginning  on  or  after  July  1^2007, 
October  1,  2007,  or  December  29,  2007 
as  applicable. 

Therefore,  under  the  authority  of 
section  1871(e)(l)(A)(i)  of  the  Act,  we 
are  making  the  provisions  of  this 
interim  final  rule  with  comment  period 
that  implement  section  4302  of  the 
ARRA  effective  for  cost  reporting 
periods  beginning  on  or  after  July  1, 
2007,  October  1,  2007,  or  December  29, 
2007,  as  applicable.  Additionally,  as 
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explained  previously,  the  Secretary  also 
finds  that  it  would  be  contrary  to  the 
public  interest  if  these  provisions  were 
not  made  effective  on  December  29, 

2007  or  for  cost  reporting  periods 
beginning  on  or  after  July  1,  2007, 
October  1,  2007,  or  December  29,  2007, 
as  indicated  above.  Therefore,  under  the 
authority  of  section  1871(e)(l)(A)(ii)  of 
the  Act,  we  are  making  these  changes 
effective  under  the  timeframes  noted 
above. 

For  the  same  reasons  noted  above,  we 
find  good  cause  under  section  553(d)(3) 
of  the  APA  to  waive  the  30-day  delay  in 
the  effective  date  of  this  interim  final 
rule  with  comment  period. 

F.  Collection  of  Information 
Requirements 

This  document  does  not  impose 
information  collection  and 
recordkeeping  requirements. 
Consequently,  it  need  not  be  reviewed 
by  the  Office  of  Management  and 
Budget  under  the  authority  of  the 
Paperwork  Reduction  Act  of  1995. 

G.  Regulatory  Impact  Analysis 

We  have  examined  the  impacts  of  this 
rule  as  required  by  Executive  Order 
12866  (September  1993,  Regulatory 
Planning  and  Review),  the  Regulatory 
Flexibility  Act  (RFA)  (September  19, 
1980,  Pub.  L.  96-354),  section  1102(b)  of 
the  Social  Security  Act,  the  Unfunded 
Mandates  Reform  Act  of  1995  (Pub.  L. 
104—4),  Executive  Order  13132  on 
Federalism,  and  the  Congressional 
Review  Act  (5  U.S.C.  804(2)). 

Executive  Order  12866  directs 
agencies  to  assess  all  costs  and  benefits 
of  available  regulatory  alternatives  and, 
if  regulation  is  necessary,  to  select 
regulatory  approaches  that  maximize 
net  benefits  (including  potential 
economic,  environmental,  public  health 
and  safety  effects,  distributive  impacts, 
and  equity).  A  regulatory  impact 
analysis  (RIA)  must  be  prepared  for 
major  rules  with  economically 
significant  effects  ($100  million  or  more 
in  any  1  year). 

The  enactment  of  section  4302  of  the 
ARRA,  which  amended  provisions  of 
sections  114(c)  and  (d)  of  the  MMSEA, 
requires  several  modifications  to  the 
regulations  at  §§412.534  and  412.536, 
which,  as  discussed  in  section  XI.C.  of 
this  interim  final  rule  with  comment 
period,  exempts  an  additional  category 
of  LTCHs  and  LTCH  satellites  from  the 
applicability  of  the  regulations  at 
§§  412.534  and  412.536  for  3  years  and 
for  the  same  3  years,  adds 
“grandfathered”  LTCH  satellites  to 
those  “applicable”  LTCHs  that,  under 
the  MMSEA,  have  an  increase  in  the 
threshold  percentage  of  patients  that 


may  be  admitted  from  co-located 
referring  hospitals  (typically  acute  care 
hospitals)  without  a  payment 
adjustment.  The  effective  date  of  these 
MMSEA  provisions  was  also  amended 
by  sections  4302(a)(1)(B)  and  (a)(2)(B)  of 
the  ARRA  so  that,  rather  than  December 
29,  2007,  the  effective  dates  for  the 
section  114  of  the  MMSEA  changes  to 
the  regulations  at  §§412.534  and 
412.536  are  set  respectively,  at  July  1, 
2007,  or  October  1,  2007,  as  applicable. 

In  the  May  22,  2008  interim  final  rule 
with  comment  period,  we  estimated  that 
the  implementation  of  the  MMSEA 
provisions  pertaining  to  §§412.534  and 
412.536  would  result  in  a  projected 
increase  of  approximately  $30  million 
in  estimated  aggregate  LTCH  PPS 
payments  for  RY  2008  (73  FR  29708). 
Although  we  are  unable  to  quantify  the 
impact  of  the  ARRA  amendments  to  the 
MMSEA  provisions,  we  believe  that 
there  will  be  a  small  increase  in  the 
number  of  LTCHs  and  LTCH  satellites 
that  will  now  be  included  in  the  3-year 
delay  in  the  application  of  §§412.534 
and  412.536  and  also  the  percentage 
threshold  increase.  We  also  believe  that 
setting  back  the  effective  dates  for  those 
MMSEA  provisions  from  December  29, 
2007  to  either  July  1,  2007  or  October 
1,  2007,  as  applicable,  will  not,  in  the 
aggregate,  have  a  significant  impact  on 
Medicare  payments  under  the  LTCH 
PPS. 

Section  4302(b)  of  the  ARRA 
amended  section  114(d)  of  the  MMSEA, 
which  provided  for  a  moratorium  on  the 
establishment  of  LTCHs,  LTCH  satellite 
facilities,  and  on  the  increase  of  LTCH 
beds  in  existing  LTCHs  or  satellite 
facilities  for  a  period  of  3  years,  by 
adding  another  exception  to  the  3-year 
moratorium.  In  the  May  22,  2008 
interim  final  with  comment  period,  we 
noted  that,  in  regard  to  section  114(d)  of 
the  MMSEA,  we  were  unable  to  provide 
an  estimate  of  the  impact  of  the 
moratorium  provisions  because  we  had 
no  way  of  determining  how  many 
LTCHs  would  have  opened  in  the 
absence  of  the  moratorium,  nor  did  we 
have  sufficient  information  at  that  time 
to  determine  how  many  new  LTCHs 
will  meet  the  exceptions  criteria 
provided  for  in  the  statute  (73  FR 
29708).  For  the  same  reason,  we  are 
unable  to  provide  an  estimate  of  the 
impact  of  section  4302(b)  of  the  ARRA, 
which  added  an  additional  exception  to 
the  moratorium  on  an  increase  in  beds 
in  existing  LTCHs  and  LTCH  satellites. 
However,  we  do  not  believe  that 
distributional  effects  and  estimated 
changes  to  the  Medicare  program 
payments  resulting  from  section  4302  of 
the  ARRA,  which  amended  sections 
114(c)  and  (d)  of  the  MMSEA,  would  be 


greater  than  $100  million.  Therefore,  we 
have  determined  that  this  interim  final 
rule  with  comment  period  would  not  be 
considered  a  major  economic  rule,  as 
defined  in  this  section. 

The  RFA  requires  agencies  to  analyze 
options  for  regulatory  relief  of  small 
businesses.  For  purposes  of  the  RFA, 
small  entities  include  small  businesses, 
nonprofit  organizations,  and  small 
governmental  jurisdictions.  Most 
hospitals  and  most  other  providers  and 
suppliers  are  small  entities,  either  by 
nonprofit  status  or  by  having  revenues 
of  $7  million  to  $34.5  million  in  any  1 
year.  (For  further  information,  see  the 
Small  Business  Administration’s 
regulation  at  70  FR  72577,  December  6, 
2005.)  Individuals  and  States  are  not 
included  in  the  definition  of  a  small 
entity.  Because  we  lack  data  on 
individual  hospital  receipts,  we  cannot 
determine  the  number  of  small 
proprietary  LTCHs.  Therefore,  we 
assume  that  all  LTCHs  are  considered 
small  entities  for  the  purpose  of  this 
impact  discussion.  Medicare  fiscal 
intermediaries  and  MACs  are  not 
considered  to  be  small  entities.  As  we 
discuss  in  detail  throughout  the 
preamble  of  this  interim  final  rule  with 
comment  period,  we  believe  that  the 
provisions  specified  by  the  MMSEA 
presented  in  this  interim  final  rule  with 
comment  period  would  result  in  an 
increase  in  estimated  aggregate  LTCH 
PPS  payments.  Accordingly,  the 
Secretary  certifies  that  this  interim  final 
rule  with  comment  period  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory 
impact  analysis  if  a  rule  may  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals.  This  analysis  must  conform  to 
the  provisions  of  section  604  of  the 
RFA.  For  purposes  of  section  1102(b)  of 
the  Act,  we  define  a  small  rural  hospital 
as  a  hospital  that  is  located  outside  of 
a  Metropolitan  Statistical  Area  for 
Medicare  payment  regulations  and  has 
fewer  than  100  beds.  As  stated  above, 
implementing  the  provisions  specified 
by  the  ARRA  that  are  discussed  in  this 
interim  final  rule  with  comment  period 
will  result  in  an  increase  in  estimated 
aggregate  LTCH  PPS  payments. 
Therefore,  we  believe  this  rule  will  not 
have  a  significant  impact  on  small  rural 
hospitals.  Accordingly,  the  Secretary 
certifies  that  this  interim  final  rule  with 
comment  period  would  not  have  a 
significant  economic  impact  on  the 
operations  of  a  substantial  number  of 
small  rural  hospitals. 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  also 


43994 


Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


requires  that  agencies  asses^  anticipated 
costs  and  benefits  before  issuing  any 
rule  whose  mandates  require.spending 
in  any  1  year  of  $100  million  in  1995 
dollars,  updated  annually  for  inflation. 

In  2009,  that  threshold  level  is  currently 
approximately  $133  million.  This 
interim  final  rule  with  comment  period 
would  not  mandate  any  requirements 
for  State,  local,  or  tribal  governments, 
nor  would  it  result  in  expenditures  by 
the  private  sector  of  $133  million  or 
more  in  any  1  year. 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a 
proposed  rule  (and  subsequent  final 
rule)  that  imposes  substantial  direct 
requirement  costs  on  State  and  local 
governments,  preempts  State  law,  or 
otherwise  has  Federalism  implications. 
Because  this  regulation  does  not  impose 
any  Costs  on  State  or  local  governments, 
the  requirements  of  Executive  Order 
13132  are  not  applicable. 

In  accordance  with  the  provisions  of 
Executive  Order  12866,  this  interim 
final  rule  with  comment  period  was 
reviewed  by  the  Office  of  Management 
and  Budget. 

XI.  MedPAC  Recommendations 

Under  section  1886(e)(4)(B)  of  the 
Act,  the  Secretary  must  consider 
MedPAC’s  recommendations  regarding 
hospital  inpatient  payments.  Under 
section  1886(e)(5)  of  the  Act,  the 
Secretary  must  publish  in  the  annual 
proposed  and  final  IPPS  rules  the 
Secretary’s  recommendations  regarding 
MedPAC’s  recommendations.  We  have 
reviewed  MedPAC’s  March  2009 
“Report  to  the  Congress:  Medicare 
Payment  Policy”  and  have  given  the 
recommendations  in  the  report  careful 
consideration  in  conjunction  with  the 
policies  set  forth  in  this  final  rule. 

MedPAC’s  Recommendation  2A-1 
states  that  “[t]he  Congress  should 
increase  payment  rates  for  the  acute 
inpatient  and  outpatient  prospective 
payment  systems  in  2010  by  the 
projected  rate  of  increase  in  the  hospital 
market  basket  index,  concurrent  with 
implementation  of  a  quality  incentive 
payment  program.”  This 
recommendation  is  discussed  in 
Appendix  B  to  this  final  rule. 

MedPAC’s  Recommendation  2A-2 
states  that  “[tjhe  Congress  should 
reduce  the  indirect  medical  education 
adjustment  in  2010  by  1  percentage 
point  to  4.5  percent  per  10  percent 
increment  in  the  resident-to-bed  ratio. 
The  funds  obtained  by  reducing  the 
indirect  medical  education  adjustment 
should  be  used  to  fund  a  quality 
incentive  payment  program.” 


Response  to  Recommendation  2A-2: 
Redirecting  funds  obtained  by  reducing 
the  IME  adjustment  to  fund  a  quality 
incentive  payment  program  is  consistent 
with  the  value-based  purchasing 
initiatives  to  improve  the  quality  of 
care.  However,  section  502(a)  of  Public 
Law  108-173  modified  the  formula 
multiplier  (c)  to  be  used  in  the 
calculation  of  the  IME  adjustment 
beginning  midway  through  FY  2004  and 
provided  for  a  new  schedule  of  formula 
multipliers  for  FYs  2005  and  thereafter. 
Consequently,  given  the  existing 
statutory  requirement  regarding  the  IME 
formula  multiplier,  CMS  does  not  have 
the  authority  to  implement  MedPAC’s 
recommendation  to  reduce  the  IME 
adjustment  in  FY  2010. 

Comment:  One  commenter  objected  to 
MedPAC’s  recommendation  2A-2, 
although  the  commenter  acknowledged 
that  CMS  does  not  have  the  authority  to 
implement  the  recommendation.  The 
commenter  believed  that  it  is  “highly 
inappropriate”  to  reduce  payments  to 
teaching  hospitals  in  order  to  fund  a 
quality  incentive  program  for  all 
hospitals.  The  commenter  stated  that 
the  impropriety  of  the  recommendation 
is  highlighted  by  MedPAC’s  own 
analysis  of  margin  variation  in 
hospitals,  which  the  commenter 
believed  supported  the  assertion  that 
teaching  hospitals  are  “the  class  of 
hospitals  least  able  to  afford  a 
reduction.”  While  the  commenter 
commended  this  margin  analysis  by 
MedPAC,  the  commenter  remained 
disappointed  that  MedPAC  restated  its 
recommendation  2A-2  from  2008. 

Response:  We  appreciate  the 
commenter’s  input  regarding  MedPAC’s 
recommendations.  We  remind  the 
public  that,  as  stated  in  the  proposed 
rule,  CMS  does  not  have  the  authority 
to  implement  the  changes  to  IME 
payments  as  recommended  by  MedPAC. 

*  For  further  information  relating 
specifically  to  the  MedPAC  reports  or  to 
obtain  a  copy  of  the  reports,  contact 
MedPAC  at  (202)  653-7226,  or  visit 
MedPAC’s  Web  site  at:  http:// 
vwi'w.medpac.gov. 

XII.  Other  Required  Information 

A.  Requests  for  Data  From  the  Public 

In  order  to  respond  promptly  to 
public  requests  for  data  related  to  the 
prospective  payment  system,  we  have 
established  a  process  under  which 
commenters  can  gain  access  to  raw  data 
on  an  expedited  basis.  Generally,  the 
data  are  now  available  on  compact  disc 
(CD)  format.  However,  many  of  the  files 
are  available  on  the  Internet  at:  http:// 
www.cms.hhs.gov/AcuteInpatientPPS. 
We  listed  the  data  files  and  the  cost  for 


each  file,  if  applicable,  in  the  FY  2010 
IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24233  through  24234). 

Commenters  interested  in  discussing 
any  data  used  in  constructing  the 
proposed  rule  or  this  final  rule  should 
contact  Nisha  Bhat  at  (410)  786-5320. 

B.  Collection  of  Information 
Requirements 

1.  Legislative  Requirement  for 
Solicitation  of  Comments 

Under  the  Paperwork  Reduction  Act 
of  1995  (PRA),  we  are  required  to 
provide  30-day  notice  in  the  Federal 
Register  and  solicit  public  comment 
before  a  collection  of  information 
requirement  is  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  and  approval.  In  order  to  fairly 
evaluate  whether  an  information 
collection  should  be  approved  by  OMB, 
section  3506(c)(2)(A)  of  the  PRA  - 
requires  that  we  solicit  comment  on  the 
following  issues: 

•  The  need  for  the  information 
collection  and  its  usefulness  in  carrying 
out  the  proper  functions  of  our  agency. 

•  The  accuracy  of  our  estimate  of  the 
information  collection  burden. 

•  The  quality,  utility,  and  clarity  of 
the  information  to  be  collected. 

•  Recommendations  to  minimize  the 
information  collection  burden  on  the 
affected  public,  including  automated 
collection  techniques. 

2.  Requirements  in  Regulation  Text 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24234 
through  24236),  we  solicited  public 
comments  on  each  of  the  issues  listed  in 
section  XII.B.l.  of  this  preamble  for  the 
following  sections  of  this  document  that 
contain  information  collection 
requirements  (ICRs).  We  discuss  and 
respond  to  any  public  comments  we 
received  in  each  individual  section. 

a.  ICRs  Regarding  Payment  Adjustment 
for  Medicare  DSHs  (§412.106) 

As  discussed  in  section  V.E.  of  the 
preamble  of  this  final  rule, 
§412.106(b)(4)(iv)  permits  hospitals  to 
count  Medicaid  eligible  inpatient  days 
in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP  in  the  DSH  payment 
adjustment  calculation  by  one  of  the 
following  methodologies,  as  long  as  no 
such  days  are  counted  more  than  once 
for  any  hospital  in  a  cost  reporting 
period:  date  of  discharge;  date  of 
admission;  or  dates  of  service.  To  avoid 
“double  counting,”  a  hospital  is 
required  to  report  to  CMS  any  changes 
to  the  methodology  it  uses  to  count  days 
in  the  numerator  of  the  Medicaid 
fraction  of  the  DPP.  The  burden 
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'associated  with  this  requirement  is  the 
time  and  effort  necessary  for  a  hospital 
to  report  to  CMS  changes  to  the 
methodology  it  uses  to  count  days  in  the 
numerator  of  its  Medicaid  fraction  of  the 
DPP. 

This  requirement  is  subject  to  the 
PRA.  While  we  believe  the  burden  is 
minimal,  we  are  unable  to  accurately 
quantify  the  burden  because  we  cannot 
estimate  the  number  of  expected 
submissions  from  hospitals  reporting 
changes  to  their  respective  methodology 
for  counting  days  in  the  numerator  of 
the  Medicaid  fraction  of  the  DPP  for  the 
Medicare  DSH  payment  adjustment 
calculation. 

We  did  not  receive  any  public 
comments  on  this  ICR.  While  we  are 
still  not  able  to  accurately  quantify  the 
burden  associated  with  this  ICR, 
because  we  cannot  estimate  the  number 
of  expected  submissions  from  hospitals, 
we  will  review  each  submission  on  a  • 
case-by-case  basis.  If  we  determine  that 
the  number  of  submissions  may  exceed 
the  threshold  of  10  or  more  persons  in 
a  12 -month  period,  as  defined  in  5  CFR 
1320.3(c)(4),  we  will  develop  an 
information  collection  request  as  part  of 
the  formal  OMB  approval  process. 

b.  ICRs  Regarding  Payments  for  GME 
(§413.75) 

Existing  regulations  at  §  413.75(b) 
permit  hospitals  that  share  residents  to 
elect  to  form  a  Medicare  GME  affiliated 
group  if  they  are  in  the  same  or 
contiguous  urban  or  rural  areas,  if  they 
are  under  common  ownership,  or  if  they 
are  jointly  listed  as  program  sponsors  or 
major  participating  institutions  in  the 
same  program.  The  purpose  of  a 
Medicare  GME  affiliated  group  is  to 
provide  flexibility  to  hospitals  in 
structuring  rotations  under  an  aggregate 
FTE  resident  cap  when  they  share 
residents.  The  existing  regulations  at 
§  413.79(f)(1)  specify  that  each  hospital 
in  a  Medicare  GME  affiliated  group 
must  submit  a  Medicare  GME  affiliation 
agreement  (as  defined  under  §  413.75(b)) 
to  the  Medicare  fiscal  intermediary  or 
MAC  servicing  the  hospital  and  send  a 
copy  to  CMS’  Central  Office  no  later 
than  July  1  of  the  residency  program 
year  during  which  the  Medicare  GME 
affiliation  agreement  will  be  in  effect. 

In  section  V.G.3.  of  the  preamble  of 
this  final  rule,  we  discuss  our  proposed’ 
and  final  policy  to  amend  the 
regulations  to  specify  that  a  hospital 
that  is  new  after  July  1  and  that  begins 
training  residents  for  the  first  time  after 
the  July  1  start  date  of  that  academic 
year  is  permitted  to  submit  a  Medicare 
GME  affiliation  agreement  prior  to  the 
end  of  its  cost  reporting  period  in  order 
to  participate  in  an  existing  Medicare 


GME  affiliated  group  for  the  remainder 
of  the  academic  year.  The  burden 
associated  with  this  requirement  is  the 
time  and  effort  it  would  take  for  the  new 
hospital  to  develop  and  submit  the 
Medicare  GME  affiliation  agreement.  It 
is  difficult  for  us  to  estimate  the  annual 
burden  associated  with  this  requirement 
because  we  cannot  estimate  the 
additional  number  of  hospitals  that  will 
be  permitted  to  submit  Medicare  GME 
affiliation  agreements  in  any  given  year 
as  a  result  of  the  change.  However,  we 
believe  the  number  of  affected  hospitals 
will  be  very  small  because,  under  the 
change,  a  hospital  will  not  only  have  to 
start  training  residents  after  July  1,  but 
will  also  need  to  be  a  new  hospital  after 
July  1.  We  note  that  this  requirement 
will  merely  apply  established 
procedures  to  provide  increased 
flexibility  to  a  new  hospital  to  join  an 
existing  GME  affiliated  group  such  that, 
in  its  first  year,  it  may  train  and  receive 
IME  and  direct  GME  payments  relating, 
to  FTE  for  residents  that  could 
otherwise  be  counted  for  purposes  of 
IME  and  direct  GME  at  another  hospital. 
We  believe  the  expansion  of  the  existing 
policy  regarding  the  submission  of 
Medicare  GME  affiliation  agreements  for 
hospitals  that  are  new  after  July  1  and 
that  begin  to  train  residents  after  July  1 
will  amount  to  a  minimal  paperwork 
burden. 

We  did  not  receive  any  public 
comments  on  this  ICR.  While  we  are 
still  not  able  to  accurately  quantify  the 
burden  because  we  cannot  estimate  the 
number  of  expected  submissions  from 
hospitals,  we  will  review  each 
submission  on  a  case-by-case  basis.  If 
we  determine  that  the  number  of 
submissions  may  exceed  the  threshold 
of  10  or  more  persons  in  a  12-month 
period,  as  defined  in  5  CFR  1320.3(c)(4), 
we  will  develop  an  information 
collection  request  as  part  of  the  formal 
OMB  approval  process. 

C.  Additional  Information  Collection 
Requirements 

This  final  rule  imposes  collection  of 
information  requirements  as  outlined  in 
the  regulation  text  and  specified  above. 
However,  this  final  rule  also  makes 
reference  to  several  associated 
information  collections  that  are  not 
discussed  in  the  regulation  text 
contained  in  this  document.  The 
following  is  a  discussion  of  these 
information  collections,  some  of  which 
have  already  received  OMB  approval. 

1.  Present  on  Admission  (POA) 
Indicator  Reporting 

Section  II.F.6.  of  the  preamble  of  this 
final  rule  discusses  the  POA  indicator 
reporting  program.  As  stated  earlier, 


collection  of  POA  indicator  data  is 
necessary  to  identify  which  conditions 
were  acquired  during  hospitalization  for 
the  HAC  payment  provision  and  for 
broader  public  health  uses  of  Medicare 
data.  Through  Change  Request  5499 
dated  May  11,  2007,  CMS  issued 
instructions  that  require  IPPS  hospitals 
To  submit  POA  indicator  data  for  all 
diagnosis  codes  on  Medicare  claims. 

The  burden  associated  with  this 
requirement  is  the  time  and  effort 
necessary  to  place  the  appropriate  POA 
indicator  codes  on  Medicare  claims. 

This  requirement  is  subject  to  the  PRA; 
however,  the  associated  burden  is 
currently  approved  under  OMB  control 
number  0938-0997  with  an  expiration 
date  of  August  31,  2009. 

2.  Add-On  Payments  for  New'Services 
and  Technologies 

Section  II. 1. 1.  of  the  preamble  of  this 
final  rule  discusses  add-on  payments  for 
new  services  and  technologies. 
Specifically,  this  section  states  that 
applicants  for  add-on  payments  for  new 
medical  services  or  technologies  for  FY 
2011  must  submit  a  formal  request.  A 
formal  request  includes  a  full 
description  of  the  clinical  applications 
of  the  medical  service  or  technology  and 
the  results  of  any  clinical  evaluations 
demonstrating  that  the  new  medical . 
service  or  technology  represents  a 
substantial  clinical  improvement.  In 
addition,  the  request  must  contain  a 
significant  sample  of  the  data  to 
demonstrate  that  the  medical  service  or 
technology  meets  the  high-cost 
threshold.  We  detailed  the  burden 
associated  with  this  requirement  in  the 
September  7,  2001,  IPPS  final  rule  (66 
FR  46902).  As  stated  in  that  final  rule, 
collection  of  the  information  for  this 
requirement  is  conducted  on  an 
individual  case-by-case  basis.  We 
believe  the  associated  burden  is  thereby 
exempt  from  the  PRA  as  stipulated 
under  5  CFR  1320.3(h)(6).  Similarly,  we 
also  believe  the  burden  associated  with 
this  requirement  is  exempt  from  the 
PRA  under  5  CFR  1320.3(c),  which 
defines  the  agency  collection  of 
information  subject  to  the  requirements 
of  the  PRA  as  information  collection 
imposed  on  10  or  more  persons  within 
any  12-month  period.  This  information 
collection  does  not  impact  10  or  more 
entities  in  a  12-month  period.  In  FYs 
2008,  2009,  and  2010,  we  received  1,  4, 
and  5  applications,  respectively. 

We  did  not  receive  any  public 
comments  on  this  ICF. 

3.  Reporting  of  Hospital  Quality  Data  for 
Annual  Hospital  Payment  Update 

As  discussed  in  section  V.A.  of  the 
preamble  of  this  final  rule,  the 
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RHQDAPU  program  was  originally 
established  to  implement  section  501(b) 
of  Public  Law  108-173,  thereby 
expanding  our  voluntary  Hospital 
Quality  Initiative  (HQI).  The  RHQDAPU 
program  originally  consisted  of  a 
“starter  set”  of  10  quality  measures. 

OMB  approved  the  collection  of  data 
associated  with  the  original  starter  set  or 
quality  measures  under  OMB  control 
number  0938-0918,  with  a  current 
expiration  date  of  January  31,  2010. 

As  part  of  our  implementation  of 
section  5001(a)  of  the  DRA,  we 
expanded  the  number  of  quality 
measures  reported  in  the  RHQDAPU 
program.  Specifically,  section 
1886(b)(3)(B)(viii)(III)  of  the  Act,  added 
by  section  5001(a)  of  the  DRA,  requires 
that  the  Secretary  expand  the  “starter 
set”  of  10  quality  measures  that  were 
established  by  the  Secretary  as  of 
November  1,  2003,  to  include  measures 
“that  the  Secretary  determines  to  be 
appropriate  for  the  measurement  of  the 
quality  of  care  furnished  by  hospitals  in 
inpatient  settings.”  Under  this 
provision,  we  established  additional 
program  measures  to  bring  the  total 
number  of  measures  to  30.  The  burden 
associated  with  these  reporting 
requirements  is  currently  approved 
under  OMB  control  number  0938-1022, 
with  a  current  expiration  date  of  June 
30,  2011. 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23527),  we  solicited  public 
comments  on  several  considerations  for 
expanding  and  updating  quality 
measures.  We  responded  to  the  public 
comments  received  in  the  FY  2009  IPPS 
final  rule  (73  FR  48433).  We  also 
expanded  and  finalized  the  RHQDAPU 
program  measure  set  for  FY  2010.  As 
part  of  the  expansion  effort,  two 
measures  were  finalized  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68781).  In  this  FY  2010 
IPPS  final  rule,  as  we  proposed,  we  are 
adding  a  total  of  four  new  measures,  to 
harmonize  two  existing  measures,  and 
to  retire  one  measure,  which  will 
increase  the  total  number  of  measures  in 
the  RHQDAPU  program  from  42  in  FY 
2010  to  46  in  FY  2011.  Specifically,  we 
are  adding  four  new  measures,  two  new 
chart  abstracted  measures,  and  two  new 
structural  measures.  The  new  chart 
abstracted  measures  include  the 
addition  of  SCIP-Infection-9: 
Postoperative  Urinary  Catheter  Removal 
on  Postoperative  Day  1  or  2,  and 
SCIPInfection-10:  Perioperative 
Temperature  Management  to  the 
existing  SCIP  measure  set.  As  stated  in 
V.A.3.  of  the  preamble  of  this  final  rule, 
the  new  structural  measures  include  (1) 
Participation  in  a  Systematic  Clinical 
Database  Registry  for  Stroke  Care;  and 


(2)  Participation  in  a  Systematic  Clinical 
Database  Registry  for  Nursing  Sensitive 
Care.  We  are  submitting  a  revised 
version  of  the  information  collection 
request  approved  under  OMB  control 
number  0938-1022,  to  obtain  approval 
for  the  new  measures. 

Section  V.A.9.  of  the  preamble  of  the 
proposed  rule  and  this  final  rule 
addresses  the  reconsideration  and 
appeal  procedures  for  a  hospital  that  we 
believe  did  not  meet  the  RHQDAPU 
program  requirements.  If  a  hospital 
disagrees  with  our  determination,  it  may 
submit  a  written  request  to  CMS  to 
reconsider  our  decision.  The  hospital’s 
letter  must  explain  the  reasons  why  it 
believes  it  did  meet  the  RHQDAPU 
program  requirements.  While  this  is  a 
reporting  requirement,  the  burden 
associated  with  it  is  not  subject  to  the 
PRA  under  5  CFR  1320.4(a)(2).  The 
burden  associated  with  information 
collection  requirements  imposed 
subsequent  to  an  administrative  action 
is  not  subject  to  the  PRA. 

4.  Occupational  Mix  Adjustment  to  the 
FY  2010  Index  (Hospital  Wage  Index 
Occupational  Mix  Survey) 

Section  II.D.  of  the  preamble  of  this 
final  rule  discusses  the  occupational 
mix  adjustment  to  the  FY  2010  wage 
index.  While  the  preamble  does  not 
contain  any  new  ICRs,  it  is  important  to 
note  that  there  is  an  OMB  approved 
information  collection  request 
associated  with  the  hospital  wage  index. 
Section  304(c)  of  Public  Law  106-554 
amended  section  1886(d)(3)(E)  of  the 
Act  to  require  CMS  to  collect  data  at 
least  once  every. 3  years  on  the 
occupational  mix  of  employees  for  each 
short-term,  acute  care  hospital 
participating  in  the  Medicare  program 
in  order  to  construct  an  occupational 
mix  adjustment  to  the  wage  index.  We 
collect  the  data  via  the  occupational  mix 
survey. 

The  burden  associated  with  this 
information  collection  requirement  is 
the  time  and  effort  required  to  collect 
and  submit  the  data  in  the  Hospital 
Wage  Index  Occupational  Mix  Survey  to 
CMS.  The  aforementioned  burden  is 
subject  to  the  PRA;  however,  it  is 
currently  approved  under  OMB  control 
number  0938-0907,  with  an  expiration 
date  of  February  28,  2011. 

•  We  did  not  receive  any  public 
comments  of  this  provision  in  the 
proposed  rule. 

5.  Hospital  Applications  for  Geographic 
Reclassifications  by  the  MGCRB 

Section  III.I.3.  of  the  preamble  of  this 
final  rule  discusses  revisions  to  the 
wage  index  based  on  hospital 
redesignations.  As  stated  in  that  section, 


under  section  1886(d)(10)  of  the  Act,  the 
MGCRB  has  the  authority  to  accept 
short-term  IPPS  hospital  applications 
requesting  geographic  reclassification 
for  wage  index  or  standardized  payment 
amounts  and  to  issue  decisions  on  these 
requests  by  hospitals  for  geographic 
reclassification  for  purposes  of  payment 
under  the  IPPS.  The  burden  associated 
with  this  application  process  is  the  time 
and  effort  necessary  for  an  IPPS  hospital 
to  complete  and  submit  an  application 
for  reclassification  to  the  MGCRB.  While 
this  requirement  is  subject  to  the  PRA, 
it  is  currently  approved  under  OMB 
control  number  0938-0573,  with  an 
expiration  date  of  December  31,  2011. 

We  did  not  receive  any  public 
comments  on  the  ICR  for  this  provision 
in  the  proposed  rule. 

List  of  Subjects 

42  CFR  Part  412 

Administrative  practice  and 
procedure,  Health  facilities,  Medicare, 
Puerto  Rico,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  413 

Health  facilities,  Kidney  diseases, 
Medicare,  Puerto  Rico,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  415 

Health  facilities,  Health  professions, 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  485 

Grant  programs — health,  Health 
facilities,  Medicaid,  Medicare, 

Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  489 

Health  facilities,  Medicare,  Reporting 
and  recordkeeping  requirements. 

■  Fot  the  reasons  stated  in  the  preamble 
of  this  final  rule,  the  Centers  for 
Medicare  &  Medicaid  Services  is 
amending  42  CFR  Chapter  IV  as  follows: 

PART  412— PROSPECTIVE  PAYMENT 
SYSTEMS  FOR  INPATIENT  HOSPITAL 
SERVICES 

■  1.  The  authority  citation  for  Part  412 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh),  and  sec.  124  of  Public  Law  106-113 
(113  Stat.  1501A-332). 

■  2.  Section  412.22  is  amended  by 
revising  paragraph  (h)(2)(iii)(A)  to  read 
as  follows: 

§412.22  Excluded  hospitals  and  hospital 
units:  General  rules. 

%  *  *  *  * 
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(h)  *  *  * 

(2)*  *  * 

(iii)  *  *  * 

(A)  Effective  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2002,  it 
is  not  under  the  control  of  the  governing 
body  or  chief  executive  officer  of  the 
hospital  in  which  it  is  located,  and  it 
furnishes  inpatient  care  through  the  use 
of  medical  personnel  who  are  not  under 
the  control  of  the  medical  staff  or  chief 
medical  officer  of  the  hospital  in  which 
it  is  located. 

(1)  Except  as  provided  in  paragraph 
(h)(2)(iii)(A)(2)  of  this  section,  effective 
for  cost  reporting  periods  beginning  on 
or  after  October  1,  2009,  the  governing 
body  of  the  hospital  of  which  the 
satellite  facility  is  a  part  is  not  under  the 
control  of  any  third  entity  that  controls 
both  the  hospital  of  which  the  satellite 
facility  is  a  part  and  the  hospital  with 
which  the  satellite  facility  is  co-located. 

(2)  If  a  hospital  and  its  satellite 
facility  were  excluded  from  the 
inpatient  prospective  payment  system 
under  the  provisions  of  this  section  for 
the  most  recent  cost  reporting  period 
beginning  prior  to  October  1,  2009,  the 
hospital  does  not  have  to  meet  the 
requirements  of  paragraph 
(h)(2)(iii)(A)(2)  of  this  section,  with 
respect  to  that  satellite  facility,  in  order 
to  retain  its  IPPS-excluded  status. 

(3)  A  hospital  described  in  paragraph 
(h)(2)(iii)(A)(2)  of  this  section  that 
establishes  an  additional  satellite 
facility  in  a  cost  reporting  period 
beginning  on  or  after  October  1,  2009, 
must  meet  the  criteria  in  this  section, 
including  the  provisions  of  paragraph 
(h)(2)(iii)(A)(2)  of  this  section  with 
respect  to  the  additional  satellite 
facility,  in  order  to  be  excluded  from  the 
inpatient  prospective  payment  system. 
***** 

■  3.  Section  412.23  is  amended  by 
revising  paragraph  (e)(7)(ii)  to  read  as 
follows: 

§412.23  Excluded  hospitals: 
Classifications. 

***** 

(e)  *  *  * 

(7)  Moratorium  on  increasing  the 
number  of  beds  in  existing  long-term 
care  hospitals  and  existing  long-term 
care  hospital  satellite  facilities. 
***** 

(ii)  Effective  for  the  period  beginning 
December  29,  2007  and  ending 
December  28,  2010 — 

(A)  Except  as  specified  in  paragraph 
(e)(7)(ii)(B)  and  (C)  of  this  section,  the 
number  of  Medicare-certified  beds  in  an 
existing  long-term  care  hospital  or  an 
existing  long-term  care  hospital  satellite 
facility  as.  defined  in  paragraph  (e)(7)(i) 


of  this  section  must  not  be  increased 
beyond  the  number  of  Medicare- 
certified  beds  on  December  29,  2007. 

(B)  Except  as  specified  in  paragraph 
(e)(7)(ii)(C)  of  this  section,  the 
moratorium  specified  in  paragraph 
(e)(7)(ii)(A)  of  this  section  is  not 
applicable  to — 

(1)  An  existing  long-term  care  hospital 
or  existing  long-term  care  hospital 
satellite  facility  as  defined  in  paragraph 
(e)(7)(i)  of  this  section  that  meets  both 
of  the  following  requirements: 

(1)  Is  located  in  a  State  where  there  is 
only  one  other  long-term  care  hospital 
that  meets  the  criteria  specified  in 

§  412.23(e)  of  this  subpart. 

(ii)  Requests  an  increase  in  the 
number  of  Medicare-certified  beds  after 
the  closure  or  decrease  in  the  number  of 
Medicare-certified  beds  of  another  long¬ 
term  care  hospital  in  the  State;  or 

(2)  An  existing  long-term  care  hospital 
or  existing  long-term  care  hospital 
satellite  facility  as  defined  in  paragraph 
(e)(7)(i)  of  this  section  that  obtained  a 
certificate  of  need  for  an  increase  in 
beds  and  that  meets  both  of  the 
following  requirements: 

(i)  Is  in  a  State  for  which  such 
certificate  of  need  is  required,  and 

(ii)  Such  certificate  was  issued  on  or 
after  April  1,  2005,  and  before  December 
29,  2007. 

(C)  The  exceptions  specified  in 
paragraph  (e)(7)(ii)(B)  of  this  section  do 
not  affect  the  limitation  on  increasing 
beds  under  §  412.22(f)  and 
§  412.22(h)(3)  of  subpart. 
***** 

■  4.  Section  412.64  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 

§  41 2.64  Federal  rates  for  inpatient 
operating  costs  for  Federal  fiscal  year  2005 
and  subsequent  fiscal  years. 

***** 

(c)  Computing  the  standardized 
amount.  CMS  computes  an  average 
standardized  amount  that  is  applicable 
to  all  hospitals  located  in  all  areas, 
updated  by  the  applicable  percentage 
increase  specified  in  paragraph  (d)  of 
this  section.  CMS  standardizes  the 
average  standardized  amount  by 
excluding  an  estimate  of  indirect 
medical  education  payments. 
***** 

§412.87  [Amended] 

■  5.  In  §  412.87,  paragraph  (b)(1), 
remove  the  word  “relating”  and  add  in 
its  place  the  word  “relative*’. 

■  6.  Section  412.103  is  amended  by 
adding  a  new  paragraph  (a)(5)  to  read  as 
follows: 


§  41 2.1 03  Special  treatment:  Hospitals 
located  in  urban  areas  and  that  apply  for 
reclassification  as  rural. 

(a)  *  *  * 

(5)  For  any  period  after  September  30, 
2009,  and  before  October  1,  2011,  a  CAH 
in  a  county  that,  in  FY  2009,  was  not 
part  of  an  MSA  as  defined  by  the  Office 
of  Management  and  Budget,  but,  as  of 
FY  2010,  was  included  as  part  of  an 
MSA  as  a  result  of  the  most  recent 
census  data  and  implementation  of  the 
new  MSA  definitions  announced  by 
OMB  on  November  20,  2008,  may  be 
reclassified  as  being  located  in  a  rural 
area  for  purposes  of  meeting  the  rural 
location  requirement  in  §  485.610(b)  of 
this  chapter  if  it  meets  any  of  the 
requirements  under  paragraph  (a)(1), 
(a)(2),  or  (a)(3)  of  this  section. 
***** 

■  7.  Section  412.105  is  amended  by 

revising  paragraph  (b)(4)  to  read  as 
follows:  ' 

§412.105  Special  treatment:  Hospitals  that 
incur  indirect  costs  for  graduate  medical 
education  programs. 

***** 

(b)  *  *  * 

(4)  Beds  otherwise  countable  under 
this  section  used  for  outpatient 
observation  services  or  skilled  nursing 
swing-bed  services,  or  ancillary  labor/ 
delivery  services; 

***** 

■  8.  Section  412.106  is  amended  by — 

■  a.  Revising  paragraph  (a)(l)(ii)(B). 

■  b.  Adding  a  new  paragraph  (b)(4)(iv). 

The  revision  and  addition  read  as 

follows: 

§412.106  Special  treatment:  Hospitals  that 
service  a  disproportionate  share  of  low- 
income  patients. 

(a)  *  *  * 

(D*  *  * 

(ii)  *  *  * 

(B)  Beds  otherwise  countable  under 
this  section  used  for  outpatient 
observation  services  or  skilled  nursing 
swing-bed  services; 

*  *  *  *  * 

(b)  *  *  * 

(4)  *  *  * 

(iv)  For  cost  reporting  periods 
beginning  on  or  after  October  1,  2009, 
the  hospital  must  report  the  days  in  the 
numerator  of  the  fraction  in  the  second 
computation  in  a  cost  reporting  period 
based  on  the  date  of  discharge,  the  date 
of  admission,  or  the  dates  of  service.  If 
a  hospital  seeks  to  change  its 
methodology  for  reporting  days  in  the 
numerator  of  the  fraction  in  the  second 
computation,  the  hospital  must  notify 
CMS,  through  its  fiscal  intermediary  or 
MAC,  in  writing  at  least  30  days  before 
the  beginning  of  the  cost  reporting 
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period  in  which  the  change  would 
apply.  The  written  notification  must 
specify  the  methodology  the  hospital 
will  use,  the  cost  reporting  period  to 
which  the  requested  change  would 
apply,  and  the  current  methodology 
being  used.  Such  a  change  will  be 
effective  only  on  the  first  day  of  a  cost 
reporting  period.  If  a  hospital  changes 
its  methodology  for  reporting  such  days, 
CMS  or  the  fiscal  intermediary  or  MAC 
may  adjust  the  number  of  days  reported 
for  a  cost  reporting  period  if  it 
determines  that  any  of  those  days  have 
been  counted  in  a  prior  cost  reporting 
period. 

***** 

§412.113  [Amended] 

■  9.  In  paragraph  (c)(2)(i)(B)  of 
§412.113,  the  cross-reference  “§410.66” 
is  removed  and  the  cross-reference 
“§410.69”  is  added  in  its  place. 

§412.322  [Amended] 

■  10.  Section  412.322  is  amended  by 
removing  and  reserving  paragraphs  (c) 
and  (d)  to  read  as  follows: 

■  11.  Section  412.523  is  amended  by 
adding  a  new  paragraph  (c)(3)(vi)  to . 
read  as  follows: 

§  41 2.523  Methodology  for  calculating  the 
Federal  prospective  payment  rates. 

***** 

(c)  *  *  * 

(3)  *  *  * 

(vi)  For  long-term  care  hospital 
prospective  payment  system  rate  year 
beginning  October  1,  2009  and  ending 
September  30,  2010.  The  standard 
Federal  rate  for  long-term  care  hospital 
prospective  payment  system  rate  year 
beginning  October  1,  2009  and  ending 
September  30,  2010  is  the  standard 
Federal  rate  for  the  previous  long-term 
care  hospital  prospective  payment 
system  rate  year  updated  by  2.0  percent. 
The  standard  Federal  rate  is  adjusted,  as 
appropriate,  as  described  in  paragraph 
(d)  of  this  section. 
***** 

■  12.  Section  412.525  is  amended  by — 

■  a.  Revising  paragraph  (a)(2). 

■  b.  Revising  paragraph  (d)(1). 

■  c.  Adding  a  new  paragraph  (d)(5). 

The  revisions  and  addition  read  as 

follows: 

§  41 2.525  Adjustments  to  the  Federal 
prospective  payment. 

(a)  *  *  * 

(2)  The  fixed-loss  amount  is 
determined  for  the  long-term  care 
hospital  rate  year  using  the  LTC-DRG 
relative  weights  that  are  in  effect  on  the 
start  of  the  applicable  long-term  care 


hospital  prospective  payment  system 
rate  year,  as  defined  in  §  412.503. 
***** 

(d)  *  *  * 

(1)  Short-stay  outliers,  as  provided  for 
in  §412.529. 

***** 

(5)  Long-term  care  hospitals  and 
satellites  of  long-term  care  hospitals  that 
discharged  Medicare  patients  admitted 
from  a  hospital  not  located  in  the  same 
building  or  on  the  same  campus,  as  the 
long-term  care  hospital  or  satellite  of  the 
long-term  care  hospital,  as  provided  in 
§412.5,36. 

■  13.  Section  412.534  is  amended  by 
revising  paragraphs  (c)  through  (e),  and 
(h)  to  read  as  follows: 

§  41 2.534  Special  payment  provisions  for 
long-term  care  hospitals  within  hospitals 
and  satellites  of  long-term  care  hospitals. 

***** 

(c)  Patients  admitted  from  the 
hospital  located  in  the  same  building  or 
on  the  same  campus  as  the  long-term 
care  hospital  or  satellite  facility.  Except 
for  a  long-term  care  hospital  or  a  long¬ 
term  care  hospital  satellite  facility  that 
meets  the  requirements  of  paragraphs 
(d)  or  (e)  of  this  section,  payments  to  the 
long-term  care  hospital  for  patients 
admitted  to  it  or  to  its  long-term  care 
hospital  satellite  facility  from  the  co¬ 
located  hospital  are  made  under  either 
of  the  following: 

(1)  For  cost  reporting  periods  * 
beginning  on  or  after  October  1,  2004 
and  before  October  1,  2007  and  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2010.  (i)  Except  as  provided 
in  paragraphs  (g)  and  (h)  of  this  section, 
for  any  cost  reporting  period  beginning 
on  or  after  October  1,  2004  and  before 
October  1,  2007  and  for  cost  reporting 
periods  beginning  on  or  after  October  1, 
2010  in  which  the  long-term  care 
hospital  or  its  satellite  facility  has  a 
discharged  Medicare  inpatient 
population  of  whom  no  more  than  25 
percent  were  admitted  to  the  hospital  or 
its  satellite  facility  from  the  co-located 
hospital,  payments  are  made  under  the 
rules  at  §§412.500  through  412.541  in 
this  subpart  with  no  adjustment  under 
this  section. 

(ii)  Except  as  provided  in  paragraph 
(g)  or  (h)  of  this  section,  for  any  cost 
reporting  period  beginning  on  or  after 
October  1,  2004  and  before  October  1, 
2007  and  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2010  in 
which  the  long-term  care  hospital  or 
satellite  facility  has  a  discharged 
Medicare  inpatient  population  of  whom 
more  than  25  percent  were  admitted  to 
the  hospital  or  satellite  facility  from  the 
co-located  hospital,  payments  for  the 


patients  who  are  admitted  from  the  co¬ 
located  hospital  and  who  cause  the 
long-term  care  hospital  or  satellite 
facility  to  exceed  the  25  percent 
threshold  for  discharged  patients  who 
have  been  admitted  from  the  co-located 
hospital  are  the  lesser  of  the  amount 
otherwise  payable  under  this  subpart  or 
the  amount  payable  under  this  subpart 
that  is  equivalent,  as  set  forth  in 
paragraph  (f)  of  this  section,  to  the 
amount  that  would  be  determined  under 
the  rules  at  §  412.1(a).  Payments  for  the 
remainder  of  the  long-term  care 
hospital’s  or  satellite  facility’s  patients 
are  made  under  the  rules  in  this  subpart 
at  §§  412.500  through  412.541  with  no 
adjustment  under  this  section. 

(iii)  In  determining  the  percentage  of 
patients  admitted  to  the  long-term  care 
hospital  or  its  satellite  from  the  co¬ 
located  hospital  under  paragraphs 
(c)(l)(i)  and  (c)(l)(ii)  of  this  section, 
patients  on  whose  behalf  an  outlier 
payment  was  made  to  the  co-located 
hospital  are  not  counted  towards  the  25 
percent  threshold. 

(2)  For  cost  reporting  periods 
beginning  on  or  after  October  1,  2007 
and  before  October  1,  2010.  (i)  Except 
for  a  long-term  care  hospital  or  a  long¬ 
term  care  hospital  satellite  facility 
subject  to  paragraph  (g)  or  (h)  of  this 
section,  payments  are  determined  using 
the  methodology  specified  in  paragraph 
(c)(1)  of  this  section. 

(ii)  Payments  for  a  long-term  care 
hospital  or  long-term  care  hospital 
satellite  facility  subject  to  paragraph  (g) 
of  this  section  are  determined  using  the 
methodology  specified  in  paragraph 
(c)(1)  of  this  section  except  that  25 
percent  is  substituted  with  50  percent. 

(3)  For  cost  reporting  periods 
beginning  on  or  after  July!,  2007  and 
before  July  1,  2010.  Payments  for  a  long¬ 
term  care  hospital  satellite  facility 
described  in  §  4T2.22(h)(3)(i)  are 
determined  using  the  methodology 
specified  in  paragraph  (c)(1)  of  this 
section  except  that  25  percent  is 
substituted  with  50  percent. 

(d)  Special  treatment  of  rural 
hospitals.  (1)  For  cost  reporting  periods 
beginning  on  or  after  October  1,  2004 
and  before  October  1,  2007  and  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2010.  (i)  Subject  to 
paragraphs  (g)  and  (h)  of  this  section,  in 
the  case  of  a  long-term  care  hospital  or 
satellite  facility  that  is  located  in  a  rural 
area  as  defined  in  §  412.503  and  is  co¬ 
located  with  another  hospital  for  any 
cost  reporting  period  beginning  on  or 
after  October  1,  2004  and  before  October 
1,  2007  and  for  any  cost  reporting 
period  beginning  on  or  after  October  1, 
2010  in  which  the  long-term  care 
hospital  or  long-term  care  satellite 
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facility  has  a  discharged  Medicare 
inpatient  population  of  whom  more 
than  50  percent  were  admitted  to  the 
long-term  care  hospital  or  satellite 
facility  from  the  co-located  hospital, 
payments  for  the  patients  who  are 
admitted  from  the  co-located  hospital 
and  who  cause  the  long-term  care 
hospital  or  satellite  facility  to  exceed  the 
50  percent  threshold  for  discharged 
patients  who  were  admitted  from  the  co¬ 
located  hospital  are  the  lesser  of  the 
amount  otherwise  payable  under  this 
subpart  or  the  amount  payable  under 
this  subpart  that  is  equivalent,  as  set 
forth  in  paragraph  (f)  of  this  section,  to 
the  amount  that  were  otherwise  payable 
under  §  412.1(a).  Payments  for  the 
remainder  of  the  long-term  care 
hospital’s  or  long-term  care  hospital 
satellite  facility’s  patients  are  made 
under  the  rules  in  this  subpart  at 
§§412.500  through  412.541  with  no 
adjustment  under  this  section. 

fii)  In  determining  the  percentage  of 
patients  admitted  from  the  co-located 
hospital  under  paragraph  (d)(l)(i)  of  this 
section,  patients  on  whose  behalf  outlier 
payment  was  made  at  the  co-located 
hospital  are  not  counted  toward  the  50 
percent  threshold. 

(2)  For  cost  reporting  periods 
beginning  on  or  after  October  1,  2007, 
and  before  October  1,  2010.  (i)  Except 
for  a  long-term  care  hospital  or  a  long¬ 
term  care  hospital  satellite  facility 
subject  to  paragraph  (g)  or  (h)  of  this 
section,  payments  are  determined  using 
the  methodology  specified  in  paragraph 
(d)(1)  of  this  section. 

(ii)  Payments  for  long-term  care 
hospitals  and  long-term  care  hospital 
satellite  facilities  subject  to  paragraph 

(g)  of  this  section  are  determined  using 
the  methodology  specified  in  paragraph 
(d)(1)  of  this  section  except  that  50 
percent  is  substituted  with  75  percent. 

(3)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2010.  Payments  for  a  long¬ 
term  care  hospital  satellite  facility 
described  in  §412.22(h)(3)(i)  are 
determined  using  the  methodology 
specified  in  paragraph  (d)(1)  of  this 
section  except  that  50  percent  is 
substituted  with  75  percent. 

(e)  Special  treatment  of  urban  single 
or  MSA-dominant  hospitals.  (1)  For  cost 
reporting  periods  beginning  on  or  after 
October  1,  2004  and  before  October  1, 
2007  and  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2010.  (i) 
Subject  to  paragraphs  (g)  and  (h)  of  this 
section,  in  the  case  of  a  long-term  care 
hospital  or  a  long-term  care  hospital 
satellite  facility  that  is  co-located  with 
the  only  other  hospital  in  the  MSA  or 
with  a  MSA-dominant  hospital  as 
defined  in  paragraph  (e)(l)(iv)  of  this 


section,  for  any  cost  reporting  period 
beginning  on  or  after  October  1,  2004, 
and  before  October  1,  2007  and  for  any 
cost  reporting  periods  beginning  on  or 
after  October  1,  2010,  in  which  the  long¬ 
term  care  hospital  or  long-term  care 
hospital  satellite  facility  has  a 
discharged  Medicare  inpatient 
population  of  whom  more  than  the 
percentage  calculated  under  paragraph 
(e)(l)(ii)  of  this  section  were  admitted  to 
the  hospital  from  the  co-located 
hospital,  payments  for  the  patients  who 
are  admitted  from  the  co-located 
hospital  and  who  cause  the  long-term 
care  hospital  to  exceed  the  applicable 
threshold  for  discharged  patients  who 
have  been  admitted  from  the  co-located 
hospital  are  the  lesser  of  the  amount 
otherwise  payable  under  this  subpart  or 
the  amount  under  this  subpart  that  is 
equivalent,  as  set  forth  in  paragraph  (f) 
of  this  section,  to  the  amount  that 
otherwise  would  be  determined  under 
§  412.1(a).  Payments  for  the  remainder 
of  the  long-term  care  hospital’s  or 
satellite  facility’s  patients  are  made 
under  the  rules  in  this  subpart  with  no 
adjustment  under  this  section. 

(ii)  For  purposes  of  paragraph  (e)(l)(i) 

of  this  section,  the  percentage  used  is 
the  percentage  of  total  Medicare 
discharges  in  the  Metropolitan 
Statistical  Area  in  which  the  hospital  is 
located  that  are  from  the  co-located 
hospital  for  the  cost  reporting  period  for 
which  the  adjustment  was  made,  but  in 
no  case  is  less  than  25  percent  or  more 
them  50  percent.  u> 

(iii)  In  determining  the  percentage  of 
patients  admitted  from  the  co-located 
hospital  under  paragraph  (e)(l)(i)  of  this 
section,  patients  on  whose  behalf  outlier 
payment  was  made  at  the  co-located 
hospital  are  not  counted  toward  the 
applicable  threshold. 

Civ)  For  purposes  of  this  paragraph,  an 
“MSA-dominant  hospital”  is  a  hospital 
that  has  discharged  more  than  25 
percent  of  the  total  hospital  Medicare 
discharges  in  the  MSA  in  which  the 
hospital  is  located. 

(2)  For  cost  reporting  periods 
beginning  on  or  after  October  1,  2007 
and  before  October  1,  2010.  (i)  Except 
for  a  long-term  care  hospital  or  a  long¬ 
term  care  hospital  satellite  facility 
subject  to  paragraph  (g)  or  (h)  of  this 
section,  payments  are  determined  using 
the  methodology  specified  in  paragraph 
(e)(1)  of  this  section. 

(ii)  Payments  for  a  long-term  care 
hospital  or  long-term  care  hospital 
satellite  facilities  subject  to  paragraph 
(g)  of  this  section  are  determined  using 
the  methodology  specified  in  paragraph 
(e)(1)  of  this  section  except  that  the 
percentage  of  Medicare  discharges  that 
may  be  admitted  from  the  co-located 


hospital  without  being  subject  to  the 
payment  adjustment  at  paragraph  (e)(1) 
of  this  section  is  75  percent. 

(3)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2010.  Payments  for  a  long¬ 
term  care  hospital  satellite  facility 
described  in  §  412.22(h)(3)(i),  are 
determined  using  the  methodology 
specified  in  paragraph  (d)(1)  of  this 
section  except  that  the  payment 
adjustment  under  paragraph  (e)(1)  of 
this  section  is  75  percent. 

*  *  *  *  * 

(h)  Effective  date  of  policies  in  this 
section  for  certain  co-located  LTCH 
hospitals  and  satellites  ofLTCHs.  The 
policies  set  forth  in  this  section  apply  to 
Medicare  patient  discharges  that  were 
admitted  from  a  hospital  located  in  the 
same  building  or  on  the  same  campus  as 
a  long-term  care  hospital  described  in 

§  412.23(e)(2)(i)  that  meets  the  criteria  in 
§  412.22(f)  and  a  satellite  facility  of  a 
long-term  care  hospital  as  described 
under  §412.22(h)(3)(i)  for  discharges 
occurring  in  cost  reporting  periods 
beginning  on  or  after  July  1,  2007. 

(1)  Except  as  specified  in  paragraph 
(h)(4)  of  this  section,  in  the  case  of  a 
long-term  care  hospital  or  long-term 
care  hospital  satellite  facility  that  is 
described  under  this  paragraph  (h),  the 
thresholds  applied  at  paragraphs  (c),  (d), 
and  (e)  of  this  section  are  not  less  than 
the  following  percentages: 

(i)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2008,  the  lesser  of  75 
percent  of  the  total  number  of  Medicare 
discharges  that  were  admitted  to  the 
long-term  care  hospital  or  long-term 
care  hospital  satellite  facility  from  its 
co-located  hospital  during  the  cost 
reporting  period  or  the  percentage  of 
Medicare  discharges  that  had  been 
admitted  to  the  long-term  care  hospital 
or  satellite  from  that  co-located  hospital 
during  the  long-term  care  hospital’s  or 
satellite’s  RY  2005  cost  reporting  period. 

(ii)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2008  and 
before  July  1,  2009,  the  lesser  of  50 
percent  of  the  total  number  of  Medicare 
discharges  that  were  admitted  to  the 

'  long-term  care  hospital  or  the  long-term 
care  hospital  satellite  facility  from  its 
co-located  hospital  or  the  percentage  of 
Medicare  discharges  that  had  been 
admitted  from  that  co-located  hospital 
during  the  long-term  care  hospital’s  or 
satellite’s  RY  2005  cost  reporting  period. 

(iii)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2009,  25 
percent  of  the  total  number  of  Medicare 
discharges  that  were  admitted  to  the 
long-term  care  hospital  or  satellite  from 
its  co-located  hospital  during  the  cost 
reporting  period. 
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(2)  In  determining  the  percentage  of 
Medicare  discharges  admitted  from  the 
co-located  hospital  under  this 
paragraph,  patients  on  whose  behalf  a 
Medicare  high  cost  outlier  payment  was 
made  at  the  co-located  referring  hospital 
are  not  counted  toward  this  threshold. 

(3)  Except  as  specified  in  paragraph 
(h)(4)  of  this  section,  for  cost  reporting 
periods  beginning  on  or  after  July  1, 

2007,  payments  to  long  term  care 
hospitals  described  in  §412.23(e)(2)(i) 
that  meet  the  criteria  in  §  412.22(f)  and 
satellite  facilities  of  long-term  care 
hospitals  described  at  §412.22(h)(3)(i) 
are  subject  to  the  provisions  of  §  412.536 
for  discharges  of  Medicare  patients  who 
are  admitted  from  a  hospital  not  located 
in  the  same  building  or  on  the  same 
campus  as  the  LTCH  or  LTCH  satellite 
facility. 

(4)  For  a  long-term  care  hospital 
described  in  §412.23(e)(2)(i)  that  meets 
the  criteria  in  §  412.22(f),  the  policies 
set  forth  in  this  paragraph  and  in 

§  412.536  ef  this  part  do  not  apply  for 
discharges  occurring  in  cost  reporting 
periods  beginning  on  or  after  July  1, 

2007  and  before  July  1,  2010. 

(5)  For  a  long-term  care  hospital  or 
satellite  facility  that,  as  of  December  29, 
2007,  was  co-located  with  an  entity  that 
is  a  provider-based,  off-campus  location 
of  a  subsection  (d)  hospital  which  did 
not  provide  services  payable  under 
section  1886(d)  of  the  Act  at  the  off- 
campus  location,  the  policies  set  forth 
in  this  paragraph  and  in  §  412.536  of 
this  part  do  not  apply  for  discharges 
occurring  in  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2010. 

■  14.  Section  412.536  is  amended  by 
revising  paragraph  (a)(2)  to  read  as 
follows: 

§  41 2.536  Special  payment  provisions  for 
long-term  care  hospitals  and  satellites  of 
long-term  care  hospitals  that  discharged 
Medicare  patients  admitted  from  a  hospital 
not  located  in  the  same  building  or  on  the 
same  campus  as  the  long-term  care 
hospital  or  satellite  of  the  long-term  care 
hospital. 

(a)  Scope.  *  *  * 

(2)  For  cost  reporting  periods 
beginning  on  or  after  July  1,  2007  and 
before  July  1,  2010,  the  policies  set  forth 
in  this  section  are  not  applicable  to 
discharges  from: 

(i)  A  long-term  care  hospital  described 
in  §  412.23(e)(5)  of  this  part;  or 

(ii)  A  long-term  care  hospital 
described  in  §  412.23(e)(2)(i)  of  this  part 
and  that  meet  the  criteria  specified  in 

§  412.22(f)  of  this  part;  or 

(iii)  A  long-term  care  hospital  or 
satellite  facility,  that  as  of  December  29, 
2007,  was  co-located  with  an  entity  that 


is  a  provider-based,  off-campus  location 
of  a  subsection  (d)  hospital  which  did 
not  provide  services  payable  under 
section  1886(d)  of  the  Act  at  the  off- 
campus  location. 

***** 

PART  413— PRINCIPLES  OF 
REASONABLE  COST 
REIMBURSEMENT;  PAYMENT  FOR 
END-STAGE  RENAL  DISEASE 
SERVICES;  OPTIONAL 
PROSPECTIVELY  DETERMINED 
PAYMENT  RATES  FOR  SKILLED 
NURSING  FACILITIES 

■  15.  The  authority  citation  for  Part  413 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1812(d),  1814(b), 
1815, 1833(a),  (i),  and  (n),  1861(v),  1871, 

1881, 1883,  and  1886  of  the  Social  Security 
Act  (42  U.S.C.  1302,  1395d(d),  1395f(b), 

1395g,  13951(a),  (i),  and  (n),  1395x(v), 

1395hh,  1395rr,  1395tt,  and  1395ww);  and 
sec.  124  of  Public  Law  106-133  (113  Stat. 
1501A-332). 

■  16.  Section  413.65  is  amended  by — 

■  a.  Revising  paragraph  (a)(l)(ii)(G). 

■  b.  Revising  paragraph  (a)(l)(ii)(H). 

The  revisions  read  as  follows: 

§413.65  Requirements  for  a  determination 
that  a  facility  or  an  organization  has 
provider-based  status. 

(a)  *  *  * 

(1)  *  *  *  '  " 

(ii)  *  *  * 

(G)  Independent  diagnostic  testing 
facilities  furnishing  only  services  paid 
under  a  fee  schedule,  such  as  facilities 
that  furnish  only  screening 
mammography  services  (as  defined  in 
section  1861(jj)  of  the  Act),  facilities  that 
furnish  only  clinical  diagnostic 
laboratory  tests,  other  than  those 
clinical  diagnostic  laboratories 
operating  as  parts  of  CAHs  on  or  after 
October  1,  2010,  or  facilities  that  furnish 
only  some  combination  of  these 
services. 

(H)  Facilities,  other  than  those 
operating  as  parts  of  CAHs,  furnishing 
only  physical,  occupational,  or  speech 
therapy  to  ambulatory  patients, 
throughout  any  period  during  which  the 
annual  financial  cap  amount  on 
payment  for  coverage  of  physical, 
occupational,  or  speech  therapy,  as 
described  in  section  1833(g)(2)  of  the 
Act,  is  suspended  by  legislation. 

*  *  *  *  * 

■  17.  Section  413.70  is  amended  by — 

■  a.  Revising  paragraph  (b)(l)(i). 

■  b.  Removing  paragraph  (b)(2)(iii). 

■  c.  Revising  the  heading  of  paragraph 
(b)(3). 

■  d.  Revising  paragraph  (b)(3)(ii)(A). 

■  e.  Adding  a  new  paragraph  (b)(7). 

The  revisions  and  addition  read  as 

follows: 


§  41 3.70  Payment  for  services  of  a  CAH. 

***** 

(b)  *  *  * 

(l)*  *  * 

(i)  Unless  the  CAH  elects  to  be  paid 
for  services  to  its  outpatients  under  the 
method  specified  in  paragraph  (b)(3)  of 
this  section,  the  amount  of  payment  for 
outpatient  services  of  a  CAH  is 
determined  under  paragraph  (b)(2)  of 
this  section. 

*  *  *  .  *  * 

(3)  Election  to  be  paid  reasonable 
costs  for  facility  services  plus  fee 

schedule  for  professional  services. 

*  *  * 

(ii)  *  *  *  "  - 

(A)  For  cost  reporting  periods 

beginning  on  or  after  October  1,  2009, 
for  facility  services  not  including  any 
services  for  which  payment  may  be 
made  under  paragraph  (b)(3)(ii)(B)  of 
this  section,  the  reasonable  costs  of  the 
services  as  determined  in  accordance 
with  the  provisions  of  section 
1861(v)(l)(A)  of  the  Act  and  the 
applicable  principles  of  cost 
reimbursement  specified  in  this  part 
and  in  Part  415  of  this  subchapter, 
except  that  the  lesser  of  costs  or  charges 
principle  and  the  RCE  payment 
principle  are  excluded  when 
determining  payment  for  CAH 
outpatient  services;  and 
***** 

(7)  Payment  for  clinical  diagnostic 
laboratory  tests  included  as  outpatient 
CAH  services,  (i)  Payment  for  clinical 
diagnostic  laboratory  tests  is  not  subject 
to  the  Medicare  Part  B  deductible  and 
coinsurance  amounts. 

(ii)  Subject  to  the  provisions  of  , 
paragraphs  (b)(7)(iii)  through  (b)(7)(vi) 
of  this  section,  payment  to  a  CAH  for 
clinical  diagnostic  laboratory  tests  will 
be  made  at  101  percent  of  reasonable 
costs  of  the  services  as  determined  in 

/  accordance  paragraph  (b)(2)(i)  of  this 
section. 

(iii)  For  services  furnished  before  July 
1,  2009,  payment  to  a  CAH  for  clinical 
diagnostic  laboratory  tests  will  be  made 
under  paragraph  (b)(7)(ii)  of  this  section 
only  if  the  individual  is  an  outpatient  of 
the  CAH,  as  defined  in  §  410.2  of  this 
chapter,  and  is  physically  present  in  the 
CAH  at  the  time  the  specimen  is 
collected. 

(iv)  Except  as  provided  in  paragraphs 
(b)(7)(iii)  and  (b)(7)(v)  of  this  section, 
payment  to  a  CAH  for  clinical 
diagnostic  laboratory  tests  will  be  made 
under  paragraph  (b)(7)(ii)  of  this  section 
only  if  the  individual  is  an  outpatient  of 
the  CAH,  as  defined  in  §  410.2  of  this 
chapter,  without  regard  to  whether  the 
individual  is  physically  present  in  the 
CAH  at  the  time  the  specimen  is 
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collected  and  at  least  one  of  the 
following  conditions  is  met: 

(A)  The  individual  is  receiving 
outpatient  services  in  the  CAH  on  the 
same  day  the  specimen  is  collected;  or 

(B)  The  specimen  is  collected  by  an 
employee  of  the  CAH. 

(v)  Notwithstanding  paragraph 
(b)(7)(iv)  of  this  section,  payment  for 
outpatient  clinical  diagnostic  laboratory 
tests  will  not  be  made  under  paragraph 
(b)(7)(ii)  of  this  section  if  the  billing 
rules  under  §411.15(p)  of  this  chapter 

apply- 

(vi)  Payment  for  clinical  diagnostic 
laboratory  tests  for  which  payment  may 
not  be  made  under  paragraph  (b)(7)(iii) 
or  paragraph  (b)(7)(iv)  of  this  section 
will  be  made  in  accordance  with  the 
provisions  of  sections  1833(a)(1)(D)  and 
1833(a)(2)(D)  of  the  Act. 
***** 

■  18.  Section  413.79  is  amended  by — 

■  a.  Revising  paragraph  (f)(1). 

■  b.  Redesignating  paragraph  (f)(6)  and 
paragraph  (f)(7). 

■  c.  Adding  a  new  paragraph  (f)(6). 

■  d.  Moving  paragraph  (1),  currently 
incorrectly  placed  between  paragraphs 
(k)(6)  and  (7),  so  that  it  appears  after 
paragraph  (k)(7)  and  is  the  last 
paragraph  in  the  section. 

The  revisions  and  addition  read  as 
follows: 

§413.79  Direct  GME  payments: 
Determination  of  the  weighted  number  of 
FTE  residents. 

***** 

(f)*  *  * 

(1)  Except  as  provided  in  paragraph 
(f)(6)  of  this  section,  each  hospital  in  the 
Medicare  GME  affiliated  group  must 
submit  the  Medicare  GME  affiliation 
agreement,  as  defined  under  §  413.75(b) 
of  this  section,  to  the  CMS  fiscal 
intermediary  or  MAC  servicing  the 
hospital  and  send  a  copy  to  the  CMS 
Central  Office  no  later  than  July  1  of  the 
residency  program  year  during  which 
the  Medicare  GME  affiliation  agreement 
will  be  in  effect. 

***** 

(6)  Effective  October  1,  2009,  a 
hospital  that  is  new  after  July  1  and 
begins  training  residents  for  the  first 
time  after  the  July  1  start  date  of  an 
academic  year  may  receive  a  temporary 
adjustment  to  its  FTE  resident  cap  to 
reflect  its  participation  in  an  existing 
Medicare  GME  affiliated  group  by 
submitting  the  Medicare  GME  affiliation 
agreement,  as  defined  under  §  413.75(b), 
to  the  CMS  fiscal  intermediary  or  MAC 
servicing  the  hospital  and  sending  a 
copy  to  the  CMS  Central  Office  by  the 
earlier  of  June  30  of  the  residency!  b. . 
program  year  during  which  the  r.i  b  i  i/v 


Medicare  GME  affiliation  agreement 
will  be  in  effect  or  the  end  of  the  first 
cost  reporting  period  during  which  the 
hospital  begins  training  residents.  The 
Medicare  GME  affiliation  agreement 
must  specify  the  effective  period  for  the 
agreement,  which  may  begin  no  earlier 
than  the  date  the  affiliation  agreement  is 
submitted  to  CMS.  Each  of  the  other 
hospitals  participating  in  the  Medicare 
GME  affiliated  group  must  submit  an 
amended  Medicare  GlvfE  affiliation 
agreement  that  reflects  the  participation 
of  the  new  hospital  to  the  CMS  fiscal 
intermediary  or  MAC  servicing  the 
hospital  and  send  a  copy  to  the  CMS 
Central  Office  no  later  than  June  30  of 
the  residency  program  year  during 
which  the  Medicare  GME  affiliation 
agreement  will  be  in  effect.  For 
purposes  of  this  paragraph,  a  new 
hospital  is  one  for  which  a  new 
Medicare  provider  agreement  takes 
effect  in  accordance  with  §489.13  of 
this  chapter. 

***** 

PART  415— SERVICES  FURNISHED  BY 
PHYSICIANS  IN  PROVIDERS, 
SUPERVISING  PHYSICIANS  IN 
TEACHING  SETTINGS,  AND 
RESIDENTS  IN  CERTAIN  SETTINGS 

■  19.  The  authority  citation  for  Part  415 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

‘fl  «  MMl 

§415.152  [Amended] 

■  20.  In  §  415.152,  under  paragraph  (1) 
of  the  definition  of  “Approved  graduate 
medical  education  (GME)  program”, 
remove  the  phrase  “the  Committee  on 
Hospitals  of  the  Btireau  of  Professional 
Education  of’. 

PART  485— CONDITIONS  OF 
PARTICIPATION:  SPECIALIZED 
PROVIDERS 

■  21.  The  authority  citation  for  part  485 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395(hh)). 

■  22.  Section  485.610  is  amended  by — 

■  a.  Revising  paragraph  (b)(3). 

■  b.  Adding  a  new  paragraph  (b)(4). 

The  addition  ana  revision  read  as 

follows: 

§485.610  Condition  of  participation: 
Status  and  location. 

***** 

(b)  *  *  * 

(3)  Effective  for  October  1,  2004 
through  September  30,.  2006,  the  CAHr 
does  not  meet  the  location  requirements 


in  either  paragraph  (b)(1)  or  (b)(2)  of  this 
section  and  is  located  in  a  county  that, 
in  FY  2004,  was  not  part  of  a 
Metropolitan  Statistical  Area  as  defined 
by  the  Office  of  Management  and 
Budget,  but  as  of  FY  2005  was  included 
as  part  of  such  a  Metropolitan  Statistical 
Area  as  a  result  of  the  most  recent 
census  data  and  implementation  of  the 
new  Metropolitan  Statistical  Area 
definitions  announced  by  the  Office  of 
Management  and  Budget  on  June  3, 

2003. 

(4)  Effective  for  October  1,  2009 
through  September  30,  2011,  the  CAH 
does  not  meet  the  location  requirements 
in  either  paragraph  (b)(1)  or  (b)(2)  of  this 
section  and  is  located  in  a  county  that, 
in  FY  2009,  was  not  part  of  a 
Metropolitan  Statistical  Area  as  defined 
by  the  Office  of  Management  and 
Budget,  but,  as  of  FY  2010,  was 
included  as  part  of  such  a  Metropolitan 
Statistical  Area  as  a  result  of  the  most 
recent  census  data  and  implementation 
of  the  new  Metropolitan  Statistical  Area 
definitions  announced  by  the  Office  of 
Management  and  Budget  on  November 
20,  2008. 

***** 

PART  489— PROVIDER  AGREEMENTS 
AND  SUPPLIER  APPROVAL 

■  23.  The  authority  citation  for  Part  489 
continues  to  read  as  follows: 

Authority:  Secs.  1102,  1819,  1820(e),  1861, 
1864(m),  1866,  1869,  and  1871  of  the  Social 
Security  Act  (42  U.S.C.  1302, 1395i-3, 1395x, 
1395aa(m),  1395cc,  1395ff,  and  1395hh). 

■  24.  Section  489.24  is  amended  by 
revising  paragraph  (a)(2)  to  read  as 
follows: 

§489.24  Special  responsibilities  of 
Medicare  hospitals  in  emergency  cases. 

(a)  *  *  * 

(2)(i)  When  a  waiver  has  been  issued 
in  accordance  with  section  1135  of  the 
Act  that  includes  a  waiver  under  section 
1135(b)(3)  of  the  Act,  sanctions  under 
this  section  for  an  inappropriate  transfer 
or  for  the  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
at  an  alternate  location  do  not  apply  to 
a  hospital  with  a  dedicated  emergency 
department  if  the  following  conditions 
are  met: 

(A)  The  transfer  is  necessitated  by  the 
circumstances  of  the  declared 
emergency  in  the  emergency  area  during 
the  emergency  period. 

(B)  The  direction  or  relocation  of  an 
individual  to  receive  medical  screening 
at  an  alternate  location  is  pursuant  to  an 
appropriate  State  emergency 
preparedness  plan  or,  in  the  case  of  a 
public  health  emergency  that  involves  a 
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pandemic  infectious  disease,  pursuant 
to  a  State  pandemic  preparedness  plan. 

(C)  The  hospital  does  not  discriminate 
on  the  basis  of  an  individual’s  source  of 
payment  or  ability  to  pay. 

(D)  The  hospital  is  located  in  an 
emergency  area  during  an  emergency 
period,  as  those  terms  are  defined  in 
section  1135(g)(1)  of  the  Act. 

(E)  There  has  been  a  determination 
that  a  waiver  of  sanctions  is  necessary. 

(ii)  A  waiver  of  these  sanctions  is 
limited  to  a  72-hour  period  beginning 
upon  the  implementation  of  a  hospital 
disaster  protocol,  except  that,  if  a  public 
health  emergency  involves  a  pandemic 
infectious  disease  (such  as  pandemic 
influenza),  the  waiver  will  continue  in 
effect  until  the  termination  of  the 
applicable  declaration  of  a  public  health 
emergency,  as  provided  under  section 
1135(e)(1)(B)  of  the  Act. 
***** 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance;  and  Program  No.  93.774, 

Medicare — Supplementary  Medical 
Insurance  Program) 

Dated:  July  27,  2009. 

Charlene  Frizzera, 

Acting  Administrator,  Centers  for  Medicare 
&•  Medicaid  Services'. 

Dated:  July  29,  2009. 

Kathleen  Sebelius, 

Secretary. 

[Editorial  Note:  The  following  Addendum 
and  appendixes  will  not  appear  in  the  Code 
of  Federal  Regulations.) 

Addendum — Schedule  of  Standardized 
Amounts,  Update  Factors,  and  Rate-of- 
Increase  Percentages  Effective  With 
Cost  Reporting  Periods  Beginning  On  or 
After  October  1,  2009 

I.  Summary  and  Background 

In  this  Addendum,  we  are  setting  forth  a 
description  of  the  methods  and  data  we  used 
to  determine  the  prospective  payment  rates 
for  Medicare  hospital  inpatient  operating  * 
costs  and  Medicare  hospital  inpatient  capital- 
related  costs  for  FY  2010  for  acute  care 
hospitals.  We  also  are  setting  forth  the  rate- 
of-increase  percentages  for  updating  the 
target  amounts  for  certain  hospitals  excluded 
from  the  IPPS  for  FY  2010.  We  note  that, 
because  certain  hospitals  excluded  from  the 
IPPS  are  paid  on  a  reasonable  cost  basis 
subject  to  a  rate-of-increase  ceiling  (and  not 
by  the  IPPS),  these  hospitals  are  not  affected 
by  the  figures  for  the  standardized  amounts, 
offsets,  and  budget  neutrality  factors. 
Therefore,  in  this  final  rule,  we  are 
establishing  the  rate-of-increase  percentages 
for  updating  the  target  amounts  for  certain 
hospitals  excluded  from  the  IPPS  that  are 
effective  for  cost  reporting  periods  beginning 
on  or  after  October  1,  2009. 

In  addition,  we  are  setting  forth  a 
description  of  the  methods  and  data  we  used 
to  determine  the  standard  Federal  rate  that 


will  be  applicable  to  Medicare  LTCHs  for  RY 
2010. 

In  general,  except  for  SCHs,  MDHs,  and 
hospitals  located  in  Puerto  Rico,  each 
hospital’s  payment  per  discharge  under  the 
IPPS  is  based  on  100  percent  of  the  Federal 
national  rate,  also  known  as  the  national 
adjusted  standardized  amount.  This  amount 
reflects  the  national  average  hospital  cost  per 
case  from  a  base  year,  updated  for  inflation. 

Currently,  SCHs  are  paid  based  on 
whichever  of  the  following  rates  yields  the 
greatest  aggregate  payment:  the  Federal 
national  rate;  the  updated  hospital-specific 
rate  based  on  FY  1982  costs  per  discharge; 
the  updated  hospital -specific  rate  based  on 
FY  1987  costs  per  discharge;  the  updated 
hospital-specific  rale  based  on  FY  1996  costs 
per  discharge;  or  for  cost  reporting  periods 
beginning  on  or  after  January  1,  2009,  the 
updated  hospital-specific  rate  based  on  the 
FY  2006  costs  per  discharge. 

Under  section  1886(d)(5)(G)  of  the  Act, 
MDHs  historically  have  been  paid  based  on 
the  Federal  national  rate  or,  if  higher,  the 
Federal  national  rate  plus  50  percent  of  the 
difference  between  the  Federal  national  rate 
and  the  updated  hospital-specific  rate  based 
on  FY  1982  or  FY  1987  costs  per  discharge, 
whichever  was  higher.  (MDHs  did  not  have 
the  option  to  use  their  FY  1996  hospital- 
specific  rate.)  However,  section  5003(a)(1)  of 
Public  Law  109—171  extended  and  modified 
the  MDH  special  payment  provision  that  was 
previously  set  to  expire  oft  October  1,  2006, 
to  include  discharges  occurring  on  or  after 
October  1,  2006,  but  before  October  1,  2011. 
Under  section  5003(b)  of  Public  Law  109- 
171,  if  the  change  results  in  an  increase  to 
an  MDH’s  target  amount,  we  must  rebase  an 
MDH’s  hospital-specific  rates  based  on  its  FY 
2002  cost  report.  Section  5003(c)  of  Public 
Law  109-171  further  required  that  MDHs  be 
paid  based  on  the  Federal  national  rate  or,  if 
higher,  the  Federal  national  rate  plus  75 
percent  of  the  difference  between  the  Federal 
national  rate  and  the  updated  hospital- 
specific  rate.  Further,  based  on  the  provisions 
of  section  5003(d)  of  Pub.  L.  109-171,  MDHs 
are  no  longer  subject  to  the  12-percent  cap  on 
their  DSH  payment  adjustment  factor. 

For  hospitals  located  in  Puerto  Rico,  the 
payment  per  discharge  is  based  on  the  sum 
of  25  percent  of  an  updated  Puerto  Rico- 
specific  rate  based  on  average  costs  per  case 
of  Puerto  Rico  hospitals  for  the  base  year  and 
75  percent  of  the  Federal  national  rate.  (We 
refer  readers  to  section  H.D.3.  of  this 
Addendum  for  a  complete  description.) 

As  discussed  below  in  section  II.  of  this 
Addendum,  we  are  making  changes  in  the 
determination  of  the  prospective  payment 
rates  for  Medicare  inpatient  operating  costs 
for  acute  care  hospitals  for  FY  2010.  In 
section  III.  of  this  Addendum,  we  discuss  our 
policy  changes  for  determining  the 
prospective  payment  rates  for  Medicare 
inpatient  capital-related  costs  for  FY  2010.  In 
section  IV.  of  this  Addendum,  we  are  setting 
forth  our  changes  for  determining  the  rate-of- 
increase  limits  for  certain  hospitals  excluded 
from  the  IPPS  for  FY  2010.  In  section  V.  of 
this  Addendum,  we  are  making  changes  in 
the  determination  of  the  standard  Federal 
rate  for  LTCHs  under  the  LTCH  PPS  for  RY 
2010.  The  tables  to  which  we  refer  in  the 


preamble  of  this  final  rule  are  presented  in 
section  VI.  of  this  Addendum. 

II.  Changes  to  Prospective  Payment  Rates  for 
Hospital  Inpatient  Operating  Costs  for  Acute 
Care  Hospitals  for  FY  2010 

The  basic  methodology  for  determining 
prospective  payment  rates  for  hospital 
inpatient  operating  costs  for  acute  care 
hospitals  for  FY  2005  and  subsequent  fiscal 
years  is  set  forth  at  §412.64.  The  basic 
methodology  for  determining  the  prospective 
payment  rates  for  hospital  inpatient 
operating  costs  for  hospitals  located  in  Puerto 
Rico  for  FY  2005  and  subsequent  fiscal  years 
is  set  forth  at  §§412.211  and  412.212.  Below 
we  discuss  the  factors  used  for  determining 
the  prospective  payment  rates  for  FY  2010. 

In  summary,  the  standardized  amounts  set 
forth  in  Tables  1A,  IB,  and  1C  of  section  VI. 
of  this  Addendum  reflect — 

•  Equalization  of  the  standardized 
amounts  for  urban  and  other  areas  at  the 
level  computed  for  large  urban  hospitals 
during  FY  2004  and  onward,  as  provided  for 
under  section  1886(d)(3)(A)(iv}(H)  of  the  Act, 
updated  by  the  applicable  percentage 
increase  required  under  sections 
1886(b)(3)(B)(i)(XX)  and  1886(b)(3)(B)(viii)  of 
the  Act. 

•  The  labor-related  share  that  is  applied  to 
the  standardized  amounts  and  Puerto  Rico- 
specific  standardized  amounts  to  give  the 
hospital  the  highest  payment,  as  provided  for 
under  sections  1886(d)(3)(E)  and 
1886(d)(9)(C)(iv)  of  the  Act. 

•  Updates  of  2.1  percent  for  all  areas  (that 
is,  the  estimated  full  market  basket 
percentage  increase  of  2.1  percent),  as 
required  by  section  1886(b)(3)(B)(i)(XX)  of 
the  Act,  as  amended  by  section  5001(a)(1)  of 
Public  Law  109-171,  and  reflecting  the 
requirements  of  section  1886(b)(3)(B)(viii)  of 
the  Act,  as  added  by  section  5001(a)(3)  of 
Public  Law  109-171,  to  reduce  the  applicable 
percentage  increase  by  2.0  percentage  points 
for  a  hospital  that  fails  to  submit  data,  in  a 
form  and  manner,  and  at  the  time  specified 
by  the  Secretary,  relating  to  the  quality  of 
inpatient  care  furnished  by  the  hospital. 

•  An  update  of  2.1  percent  to  the  Puerto 
Rico-specific  standardized  amount  (that  is, 
the  full  estimated  rate-of-increase  in  the 
hospital  market  basket  for  IPPS  hospitals),  as 
provided  for  under  §  412.211(c),  which  states 
that  we  update  the  Puerto  Rico-specific 
standardized  amount  using  the  percentage 
increase  specified  in  §  412.64(d)(1),  or  the 
percentage  increase  in  the  market  basket 
index  for  prospective  payment  hospitals  for 
all  areas. 

•  An  adjustment  to  the  standardized 
amount  to  ensure  budget  neutrality  for  DRG 
recalibration  and  reclassification,  as  provided 
for  under  section  1886(d)(4)(C)(iii)  of  the  Act. 

•  An  adjustment  to  ensure  the  wage  index 
and  labor  share  update  and  changes  are 
budget  neutral,  as  provided  for  under  section 
1886(d)(3)(E)(i)  of  the  Act.  We  note  that  - 
section  1886(d)(3)(E)(i)  of  the  Act  requires 
that  we  do  not  consider  the  labor-related 
share  of  62  percent  to  compute  wage  index 
budget  neutrality. 

•  An  adjustment  to  ensure  the  effects  of 
geographic  reclassification  are  budget 
neutral,  as  provided  for  in  section 
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1886(d)(8)(D)  of  the  Act,  by  removing  the  FY 
2009  budget  neutrality  factor  and  applying  a 
revised  factor. 

•  An  adjustment  to  remove  the  FY  2009 
outlier  offset  and  apply  an  offset  for  FY  2010, 
as  provided  for  in  section  1886(d)(3)(B)  of  the 
Act. 

•  An  adjustment  to  ensure  the  effects  of 
the  rural  community  hospital  demonstration 
required  under  section  410A  of  Public  Law 
108-173  are  budget  neutral,  as  required 
under  section  410A(c)(2)  of  Public  Law  108- 
173. 

We  note  that  in  this  final  rule,  as  discussed 
below  and  in  section  II.  of  the  preamble  to 
this  final  rule,  we  are  opting  to  postpone 
adopting  documentation  and  coding 
adjustments  to  the  national  standardized 
amount,  as  authorized  under  section  7(a)  of 
Public  Law  110-90  and  section 
1886(d)(3)(A)(vi)  of  the  Act,  and  to  the 
hospital-specific  rates  and  Puerto  Rico- 
specific  standardized  amount  under  our 
special  exceptions  and  adjustment  authority 
under  section  1886(d)(5)(I)(i)  of  the  Act  until 
a  full  analysis  of  FY  2009  case-mix  changes 
can  be  completed. 

We  note  that,  beginning  in  FY  2008,  we 
applied  the  budget  neutrality  adjustment  for 
the  rural  floor  to  the  hospital  wage  indices 
rather  than  the  standardized  amount.  As  we 
did  for  FY  2009,  for  FY  2010,  we  are 
continuing  to  apply  the  rural  floor  budget 
neutrality  adjustment  to  hospital  wage 
indices  rather  than  the  standardized  amount. 
In  addition,  instead  of  applying  the  budget 
neutrality  adjustment  for  the  imputed  floor 
adopted  under  section  1886(d)(3)(E)  of  the 
Act  to  the  standardized  amount,  for  FY  2010, 
we  are  continuing  to  apply  the  imputed  floor 
budget  neutrality  adjustment  to  the  wage 
indices.  As  we  did  for  FY  2009,  we  also  are 
continuing  to  apply  the  budget  neutrality 
adjustments  for  the  rural  floor  and  imputed 
rural  floor  at  the  State  level  rather  than  the 
national  level.  For  a  complete  discussion  of 
the  budget  neutrality  changes  concerning  the 
rural  floor  and  the  imputed  floor,  including 
the  within-State  budget  neutrality 
adjustment,  we  refer  readers  to  section 

III.B.2.b.  of  the  preamble  of  the  FY  2009  IPPS 
final  rule  and  this  final  rule. 

A.  Calculation  of  the  Adjusted  Standardized 
Amount 

1.  Standardization  of  Base-Year  Costs  or 
Target  Amounts 

In  general,  the  national  standardized 
amount  is  based  on  per  discharge  averages  of 
adjusted  hospital  costs  from  a  base  period 
(section  1886(d)(2)(A)  of  the  Act),  updated 
and  otherwise  adjusted  in  accordance  with 
the  provisions  of  section  1886(d)  of  the  Act. 
For  Puerto  Rico  hospitals,  the  Puerto  Rico- 
specific  standardized  amount  is  based  on  per 
discharge  averages  of  adjusted  target  amounts 
from  a  base  period  (section  1886(d)(9)(B)(i)  of 
the  Act),  updated  and  otherwise  adjusted  in 
accordance  with  the  provisions  of  section 
1886(d)(9)  of  the  Act.  The  September  1, 1983 
interim  final  rule  (48  FR  39763)  contained  a 
detailed  explanation  of  how  base-year  cost 
data  (from  cost  reporting  periods  ending 
during  FY  1981)  were  established  for  urban 
and  rural  hospitals  in  the  initial  development 
of  standardized  amounts  for  the  IPPS.  The 


September  1,  1987  final  rule  (52  FR  33043 
and  33066)  contains  a  detailed  explanation  of 
how  the  target  amounts  were  determined  and 
how  they  are  used  in  computing  the  Puerto 
Rico  rates. 

Sections  1886(d)(2)(B)  and  1886(d)(2)(C)  of 
the  Act  require  us  to  update  base-year  per 
discharge  costs  for  FY  1984  and  then 
standardize  the  cost  data  in  order  to  remove 
the  effects  of  certain  sources  of  cost 
variations  among  hospitals.  These  effects 
include  case-mix,  differences  in  area  wage 
levels,  cost-of-living  adjustments  for  Alaska 
and  Hawaii,  IME  costs,  anckcosts  to  hospitals 
serving  a  disproportionate  share  of  low- 
income  patients. 

In  accordance  with  section  1886(d)(3)(E)  of 
the  Act,  the  Secretary  estimates,  from  time- 
to-time,  the  proportion  of  hospitals’  costs  that 
are  attributable  to  wages  and  wage-related 
costs.  In  general,  the  standardized  amount  is 
divided  into  labor-related  and  nonlabor- 
related  amounts;  only  the  proportion 
considered  to  be  the  labor-related  amount  is 
adjusted  by  the  wage  index.  Section 
1886(d)(3)(E)  of  the  Act  requires  that  62 
percent  of  the  standardized  amount  be 
adjusted  by  the  wage  index,  unless  doing  so 
would  result  in  lower  payments  to  a  hospital 
than  would  otherwise  be  made.  (Section 
1886(d)(9)(C)(iv)(II)  of  the  Act  extends  this 
provision  to  the  labor-related  share  for 
hospitals  located  in  Puerto  Rico.) 

For  FY  2010,  we  are  rebasing  and  revising 
the  national  and  Puerto  Rico-specific  labor- 
related  and  nonlabor-related  shares  from  the 
percentages  established  for  FY  2009. 
Specifically,  under  section  1886(d)(3)(E)  of 
the  Act,  the  Secretary  estimates  from  time  to 
time  the  proportion  of  payments  that  are 
labor-related:  “The  Secretary  shall  adjust  the 
proportion  (as  estimated  by  the  Secretary 
from  time  to  time)  of  hospitals’  costs  which 
are  attributable  to  wages  and  wage-related 
costs  of  the  DRG  prospective  payment  rates. 

*  *  *”  We  refer  to  the  proportion  of 
hospitals’  costs  that  are  attributable  to  wages 
and  wage-related  costs  as  the  “labor-related 
share.”  For  FY  2010,  as  discussed  in  section 

IV.B.4.  of  the  preamble  of  this  final  rule,  we 
are  establishing  a  labor-related  share  of  68.8 
percent  for  the  national  standardized 
amounts  and  62.1  percent  for  the  Puerto 
Rico-specific  standardized  amount. 

Consistent  with  section  1886(d)(3)(E)  of  the 
Act,  we  are  applying  the  wage  index  to  a 
labor-related  share  of  62  percent  for  all  non- 
Puerto  Rico  hospitals  whose  wage  indexes 
are  less  than  or  equal  to  1.0000.  For  all  non- 
Puerto  Rico  hospitals  whose  wage  indices  are 
greater  than  1.0000,  we  are  applying  the  wage 
index  to  a  labor-related  share  of  68.8  percent 
of  the  national  standardized  amount.  For 
hospitals  located  in  Puerto  Rico  whose 
Puerto  Rico-specific  wage  index  values  are 
greater  than  1.0000,  we  are  applying  a  labor- 
related  share  of  62.1  percent.  For  hospitals 
located  in  Puerto  Rico,  we  are  applying  a 
labor-related  share  of  62  percent  if  its  Puerto 
Rico-specific  wage  index  is  less  than  or  equal 
to  1.0000. 

The  standardized  amounts  for  operating 
costs  appear  in  Tables  1A,  IB,  and  1C  of  the 
Addendum  to  this  final  rule. 


2.  Computing  the  Average  Standardized 
Amount 

Section  1886(d)(3)(A)(iv)(U)  of  the  Act 
requires  that,  beginning  with  FY  2004  and 
thereafter,  an  equal  standardized  amount  be 
computed  for  all  hospitals  at  the  level 
computed  for  large  urban  hospitals  during  FY 
2003,  updated  by  the  applicable  percentage 
update.  Section  1886(d)(9)(A)(ii)(II)  of  the 
Act  equalizes  the  Puerto  Rico-specific  urban 
and  rural  area  rates.  Accordingly,  we  are 
calculating  the  FY  2010  national  and  Puerto 
Rico  standardized  amounts  irrespective  of 
whether  a  hospital  is  located  in  an  urban  or 
rural  location. 

3.  Updating  the  Average  Standardized 
Amount 

In  accordance  with  section 
1886(d)(3)(A)(iv)(U)  of  the  Act,  we  are 
updating  the  equalized  standardized  amount 
for  FY  2010  by  the  full  estimated  market 
basket  percentage  increase  for  hospitals  in  all 
areas,  as  specified  in  section 
1886(b)(3)(B)(i)(XX)  of  the  Act,  as  amended 
by  section  5001(a)(1)  of  Public  Law  109-171. 
The  percentage  increase  in  the  market  basket 
reflects  the  average  change  in  the  price  of 
goods  and  services  comprising  routine, 
ancillary,  and  special  care  unit  hospital 
inpatient  services.  The  most  recent  forecast 
of  the  hospital  market  basket  increase  for  FY 
2010  is  2.1  percent.  Thus,  for  FY  2010,  the 
update  to  the  average  standardized  amount  is 
2.1  percent  for  hospitals  in  all  areas.  The 
estimated  market  basket  increase  of  2.1 
percent  is  based  on  Global  Insight,  Inc.’s 
2009  first  quarter  forecast  of  the  hospital 
market  basket  increase  (as  discussed  in 
Appendix  B  of  this  final  rule). 

Section  1886(b)(3)(B)  of  the  Act  specifies 
the’mechanism  to  be  used  to  update  the 
standardized  amount  for  payment  for 
inpatient  hospital  operating  costs.  Section 
1886(b)(3)(B)(viii)  of  the  Act,  as  added  by 
section  5001(a)(3)  of  Public  Law  109-171, 
provides  for  a  reduction  of  2.0  percentage 
points  from  the  update  percentage  increase 
(also  known  as  the  market  basket  update)  for 
FY  2007  and  each  subsequent  fiscal  year  for 
any  “subsection  (d)  hospital”  that  does  not 
submit  quality  data,  as  discussed  in  section 

V.A.  of  the  preamble  of  this  final  rule.  The 
standardized  amounts  in  Tables  1A  through 
1C  of  section  VI.  of  this  Addendum  reflect 
these  differential  amounts. 

Section  412.211(c)  states  that  we  update 
the  Puerto  Rico-specific  standardized  amount 
using  the  percentage  increase  specified  in 
§  412.64(d)(1),  or  the  percentage  increase  in 
the  market  basket  index  for  prospective 
payment  hospitals  for  all  areas.  We  are 
applying  the  full  rate-of-increase  in  the 
hospital  market  basket  for  IPPS  hospitals  to 
the  Puerto  Rico-specific  standardized 
amount.  Therefore,  the  update  to  the  Puerto 
Rico-specific  standardized  amount  is  2.1 
percent. 

Although  the  update  factors  for  FY  2010 
are  set  by  law,  we  are  required  by  section 
1886(e)(4)  of  the  Act  to  recommend,  taking 
into  account  MedPAC’s  recommendations, 
appropriate  update  factors  for  FY  2010  for 
both  IPPS  hospitals  and  hospitals  and 
hospital  units  excluded  from  the  IPPS. 
Section  1886(e)(5)(A)  of  the  Act  requires  that 
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we  publish  our  proposed  recommendations 
in  the  Federal  Register  for  public  comment. 
Our  recommendation  on  the  update  factors  is 
set  forth  in  Appendix  B  of  this  final  rule. 

4.  Other  Adjustments  to  the  Average 
Standardized  Amount 

As  in  the  past,  we  are  adjusting  the  FY 
2010  standardized  amount  to  remove  the 
effects  of  the  FY  2009  geographic 
reclassifications  and  outlier  payments  before 
applying  the  FY  2010  updates.  We  then 
apply  budget  neutrality  offsets  for  outliers 
and  geographic  reclassifications  to  the 
standardized  amount  based  on  FY  2010 
payment  policies. 

We  do  not  remove  the  prior  year’s  budget 
neutrality  adjustments  for  reclassification 
and  recalibration  of  the  DRG  weights  and  for 
updated  wage  data  because,  in  accordance 
with  sections  1886(d)(4)(C)(iii)  and 
1886(d)(3)(E)  of  the  Act,  estimated  aggregate 
payments  after  updates  in  the  DRG  relative 
weights  and  wage  index  should  equal 
estimated  aggregate  payments  prior  to  the 
changes.  If  we  removed  the  prior  year’s 
adjustment,  we  would  not  satisfy  these 
conditions. 

Budget  neutrality  is  determined  by 
comparing  aggregate  IPPS  payments  before 
and  after  making  changes  that  are  required  to 
be  budget  neutral  (for  example,  changes  to 
DRG  classifications,  recalibration  of  the  DRG 
relative  weights,  updates  to  the  wage  index, 
and  different  geographic  reclassifications). 

We  include  outlier  payments  in  the 
simulations  because  they  may  be.  affected  by 
changes  in  these  parameters. 

In  section  II.  of  the  preamble  of  this  final 
rule,  we  discussed  that  we  received  some 
comments  on  whether  Medicare  Advantage 
claims  were  used  in  the  FY  2010  IPPS 
proposed  rule  to  calculate  the  MS-DRG 
relative  weights.  We  responded  to  those 
comments  by  explaining  that,  historically,  we 
have  excluded  data  from  Medicare 
Advantage  claims  from  the  calculation  of  the 
relative  weights.  However,  the  December  31, 
2008  update  of  the  FY  2008  MedPAR  data 
that  was  used  as  the  source  for  calculating 
the  proposed  FY  2010  relative  weights 
contained  a  significant  number  of  Medicare 
Advantage  claims.  This  is  because  hospitals 
were  required  to  submit  informational  only 
claims  for  all  Medicare  Advantage  patients 
they  treated  for  discharges  occurring  on  or 
after  October  1,  2006,  under  Change  Request 
5647  (Transmittal  1311).  As  a  result,  we 
inadvertently  included  claims  from 
discharges  of  patients  enrolled  in  Medicare 
Advantage  plans  in  the  calculation  of  the 
proposed  FY  2010  relative  weights.  For  this 
final  rule,  we  have  excluded  the  discharges 
of  patients  enrolled  in  Medicare  Advantage 
plans  in  the  calculation  of  the  FY  2010 
relative  weights. 

Similarly,  in  the  proposed  rule,  we 
inadvertently  included  Medicare  Advantage 
claims  in  the  budget  neutrality  calculations. 
Thus,  we  unintentionally  included  the 
estimated  full  IPPS  payments  for  the 
Medicare  Advantage  claims  in  the  budget 
neutrality  calculations  and  outlier  payment 
estimates  for  the  proposed  rule.  Although  we 
are  excluding  Medicare  Advantage  claims 
from  the  relative  weight  calculations  in  this 
final  rule,  it  is  necessary  to  include  IME 


payments  for  Medicare  Advantage  enrollees 
in  the  budget  neutrality  calculations  (except 
for  computing  the  outlier  threshold,  which 
we  explain  in  section  II.A.4.e.  of  this 
Addendum).  Under  §  412.105(g)  of  the 
regulations  and  as  implemented  in 
Transmittal  A-98-21  (Change  Request  332), 
hospitals  that  are  paid  under  the  IPPS  and 
train  residents  in  approved  GME  programs 
may  submit  claims  associated  with  Medicare 
Advantage  enrollees  to  the  fiscal 
intermediary/MAC  for  the  purpose  of 
receiving  an  IME  payment.  No  IPPS  MS— DRG 
payments  (or  other  add-on  payment,  such  as 
DSH  or  outliers)  are  made  for  these  Medicare 
Advantage  enrollees. 

As  described  in  detail  below,  we  make 
various  budget  neutrality  adjustments  to  the 
standardized  amount.  Specifically,  the 
budget  neutrality  adjustment  under  section 
1886(d)(4)(C)(iii)  of  the  Act  requires  that  we 
ensure  that  the  recalibration  of  the  relative 
weights  does  not  increase  aggregate  payments 
made  under  section  1886(d)  of  the  Act. 
Similarly,  section  1886(d)(3)(E)  of  the  Act 
requires  that  the  adjustment  to  the  wage 
index  shall  be  made  in  a  manner  that  does 
not  increase  or  decrease  aggregate  payments 
under  section  1886(d)  of  the  Act  (subject  to 
the  requirement,  explained  below,  that  we 
must  assume  a  uniform  labor-related  share). 

In  addition,  we  make  an  adjustment  to  the 
wage  index  to  ensure  that  aggregate  payments 
after  implementation  of  the  rural  floor  under 
section  4410  of  the  BBA  (Pub.  L.  105-33)  and 
the  imputed  floor  under  §  412.64(h)(4)  of  the 
regulations  are  made  in  a  manner  that 
ensures  that  aggregate  payments  to  hospitals 
are  not  affected.  Under  section  1886(d)(8)(D) 
of  the  Act,  the  Secretary  is  required  to  adjust 
the  standardized  amount  to  ensure  that 
aggregate  payments  under  the  IPPS  after 
implementation  of  the  provisions  for  certain 
geographic  reclassification  under  sections 
1886(d)(8)(B)  and  (C)  and  1886(d)(10)  of  the 
Act  are  equal  to  the  aggregate  prospective 
payments  that  would  have  been  made  absent 
these  provisions.  As  discussed  below,  we 
also  are  adjusting  the  standardized  amount 
for  FY  2010  by  an  estimated  amount  to 
ensure  that  aggregate  payments  made  by  the 
Secretary  under  section  1886(d)  of  the  Act  do 
not  exceed  the  amount  of  payments  that 
would  have  been  made  in  the  absence  of  the 
rural  community  hospital  demonstration 
program,  consistent  with  section  410 A  of 
Public  Law  108-173.  Because  IME  Medicare 
Advantage  payments  are  made  to  IPPS 
hospitals  under  section  1886(d)  of  the  Act, 
we  believe  these  payments  must  be  part  of 
these  budget  neutrality  calculations. 

However,  we  note  that  it  is  not  necessary  to 
include  Medicare  Advantage  IME  payments 
in  the  outlier  threshold  calculation  or  the 
outlier  offset  to  the  standardized  amount 
because  the  statute  requires  that  outlier 
payments  be  not  less  than  5  percent  nor  more 
than  6  percent  of  total  “operating  DRG 
payments,”  which  does  not  include  IME  and 
DSH  payments. 

In  order  to  account  for  these  Medicare 
Advantage  IME  payments  in  determining  the 
budget  neutrality  adjustments  for  this  find 
rule,  we  identified  Medicare  Advantage 
claims  from  IPPS  teaching  hospitals  in  the 
MedPAR  data.  The  GHO  Paid  indicator  with 


a  value  of  “1”  on  the  MedPAR  file  indicates 
that  the  claim  was  paid  by  a  Medicare 
Advantage  plan  (other  than  the  IPPS  IME 
payment  specified  at  §  412.105(g)).  For  these 
Medicare  Advantage  claims  from  IPPS 
teaching  hospitals,  we  computed  a  transfer- 
adjusted  CMI  by  provider  based  on  the  FY 
2009  MS-DRG  GROUPER  Version  26.0 
assignment  and  relative  weights.  We  also 
computed  a  transfer-adjusted  CMI  for  these 
Medicare  Advantage  claims  from  IPPS 
teaching  hospitals  based  on  the  FY  2010  MS- 
DRG  GROUPER  Version  27.0  assignments 
and  relative  weights.  These  transfer-adjusted 
CMIs  (and  corresponding  case  counts)  were 
used  to  calculate  an  IME  teaching  add-on 
payment  in  accordance  with  §  412.105(g). 

The  total  Medicare  Advantage  IME  payment 
amount  was  then  added  to  the  total  Federal 
payment  amount  for  each  provider  (where 
applicable)  in  order  to  account  for  the 
Medicare  Advantage  IME  payment  in 
determining  the  budget  neutrality 
adjustments.  We  note  that  we  did  not  include 
Medicare  Advantage  IME  claims  when 
estimating  outlier  payments  for  providers 
because  Medicare  Advantage  claims  are  not 
eligible  for  outlier  payments  under  the  IPPS. 

We  also  are  adjusting  the  standardized 
amount  for  FY  2010  by  an  estimated  amount 
to  ensure  that  aggregate  payments  made  by 
the  Secretary  do  not  exceed  the  amount  of 
payments  that  would  have  been  made  in  the 
absence  of  the  rural  community  hospital 
demonstration  program,  as  required  under 
section  410A  of  Public  Law  108-173.  This 
demonstration  is  required  to  be  budget 
neutral  under  section  410A(c)(2)  of  Public 
Law  108-173.  For  FY  2010,  we  are  not 
applying  budget  neutrality  for  the  imputed 
floor  to  the  standardized  amount,  but  instead 
are  applying  it  to  the  wage  index,  as 
discussed  in  section  HI.B.2.  of  the  preamble 
of  this  final  rule. 

Comment:  One  commenter  requested  that 
CMS  completely  and  adequately  describe  the 
FY  2010  methods  and  data  elements  used  in 
each  budget  neutrality  adjustment 
calculation  to  allow  a  determination  that  the 
proposed  budget  neutrality  adjustments  and 
methodologies  are  appropriate  and  are  not 
duplicated  across  the  various  budget 
neutrality  adjustments.  The  commenter 
specifically  requested  clarification  on 
whether  the  pre-  or  post-labor  share  adjusted 
rate  is  used  in  the  budget  neutrality 
calculations.  The  commenter  also  urged  CMS 
to  assure  that  any  data  necessary  for 
commenters  are  available  during  the 
comment  period  (such  as  the  data  used  to 
develop  the  CCR  adjustment  factors). 

Response:  In  the  discussion  below,  we 
explain  our  methodology  for  computing  each 
individual  budget  neutrality  adjustment.  In 
addition,  as  stated  above,  budget  neutrality  is 
determined  by  comparing  aggregate  IPPS 
payments  before  and  after  making  changes 
that  are  required  to  be  budget  neutral  (for 
example,  changes  to  MS-DRG  classifications, 
recalibration  of  the  MS-DRG  relative 
weights,  updates  to  the  wage  index,  and 
different  geographic  reclassifications).  We 
include  outlier  payments  in  the  simulations 
because  they  may  be  affected  by  changes  in 
these  parameters.  We  also  take  extra  caution 
to  ensure  that  all  variables  are  correctly 
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inputted  in  our  budget  neutrality  calculations 
in  order  that  the  various  budget  neutrality 
adjustments  are  not  duplicated.  In  addition, 
because  the  commenter’s  remarks  are  very 
general,  we  are  not  sure  where  the 
inadequacy  lies  that  the  commenter 
references.  However,  we  did  clarify  in  the 
budget  neutrality  calculations  below  in 
which  instances  we  used  FY  2009  or  FY  2010 
pre-  and  post-reclassified  wage  indices,  FY 
2009  or  FY  2010  relative  weights,  and  FY 
2009  or  FY  2010  labor-related  share 
percentages.  We  believe  the  discussions 
above  and  below  adequately  describe  the 
methodology  for  budget  neutrality. 

In  reference  to  the  comment  on  assuring 
that  any  data  necessary  for  the  commenters 
are  available  during  the  comment  period,  we 
strive  to  ensure  that  all  files  are  available  to 
the  public.  Most  data  files  are  available  on 
the  CMS  Web  site,  as  we  specified  in  the 
proposed.  In  addition,  we  have  reorganized 
the  IPPS  Web  site  to  make  it  easier  for  the 
end  user  to  locate  relevant  data  files  for  the 
proposed  rule  and  this  final  rule  in  one 
central  location. 

a.  Recalibration  of  DRG  Weights  and  Updated 
Wage  Index — Budget  Neutrality  Adjustment 

Section  1886(d)(4)(C)(iii)  of  the  Act 
specifies  that,  beginning  in  FY  1991,  the 
annual  DRG  reclassification  and  recalibration 
of  the  relative  weights  must  be  made  in  a 
manner  that  ensures  that  aggregate  payments 
to  hospitals  are  not  affected.  As  discussed  in 
section  II.  of  the  preamble  of  this  final  rule, 
we  normalized  the  recalibrated  DRG  weights 
by  an  adjustment  factor  so  that  the  average 
case  weight  after  recalibration  is  equal  to  the 
average  case  weight  prior  to  recalibration. 
However,  equating  the  average  case  weight 
after  recalibration  to  the  average  case  weight 
before  recalibration  does  not  necessarily 
achieve  budget  neutrality  with  respect  to 
aggregate  payments  to  hospitals  because 
payments  to  hospitals  are  affected  by  factors 
other  than  average  case  weight.  Therefore,  as 
we  have  done  in  past  years,  we  are  making 
a  budget  neutrality  adjustment  to  ensure  that 
the  requirement  of  section  1886(d)(4)(C)(iii) 
of  the  Act  is  met. 

Section  1886(d)(3)(E)(i)  of  the  Act  requires 
us  to  update  the  hospital  wage  index  on  an 
annual  basis  beginning  October  1, 1993.  This 
provision  also  requires  us  to  make  any 
updates  or  adjustments  to  the  wage  index  in 
a  manner  that  ensures  that  aggregate 
payments  to  hospitals  are  not  affected  by  the 
change  in  the  wage  index.  In  addition,  under 
section  1886(d)(3)(E)(i)  of  the  Act,  as  we 
established  in  the  FY  2006  IPPS  final  rule  (70 
FR  47395),  we  are  implementing  the  revised 
and  rebased  labor  share  in  a  budget  neutral 
manner.  Specifically,  section  1886(d)(3)(E)(i) 
of  the  Act  directs  us  to  determine  a  labor- 
related  share  that  reflects  the  “proportion 
*  *  *  of  hospitals’  costs  which  are 
attributable  to  wages  and  wage-related  costs.” 
In  addition,  section  1886(d)(3)(E)(i)  of  the  Act 
requires  that  we  implement  the  wage  index 
adjustment  in  a  budget  neutral  manner. 
However,  section  1886(d)(3)(E)(ii)  of  the  Act 
sets  the  labor-related  share  at  62  percent  for 
hospitals  with  a  wage  index  less  than  or 
equal  to  1.0,  and  section  1886(d)(3)(E)(i)  of 
the  Act  provides  that  the  Secretary  shall 
calculate  the  budget  neutrality  adjustment  for 


the  adjustments  or  updates  made  under  that' 
provision  as  if  section  1886(d)(3)(E)(ii)  of  the 
Act  had  not  been  enacted.  In  other  words, 
these  two  sections  of  the  statute  require  that 
we  implement  the  revision  of  the  labor- 
related  share  of  68.8  percent  (compared  to 
69.7  percent  for  FY  2009)  (as  well  as  the 
wage  index  updates)  in  a  budget  neutral 
manner,  but  that  our  budget  neutrality 
adjustment  should  not  take  into  account  the 
requirement  that  we  set  the  labor-related 
share  for  hospitals  with  indices  less  than  or 
equal  to  1.0  at  the  more  advantageous  level 
of  62  percent.  Therefore,  for  purposes  of  this 
budget  neutrality  adjustment,  section 
1886(d)(3)(E)(i)  of  the  Act  prohibits  us  from 
taking  into  account  the  fact  that  hospitals 
with  a  wage  index  less'than  or  equal  to  1.0 
are  paid  using  a  labor-related  share  of  62 
percent.  Consistent  with  current  policy,  for 
FY  2010,  we  are  adjusting  100  percent  of  the 
wage  index  factor  for  occupational  mix.  We 
describe  the  occupational  mix  adjustment  in 
section  HID.  of  the  preamble  of  this  final 
rule. 

For  FY  2010,  to  comply  with  the 
requirement  that  DRG  reclassification  and 
recalibration  of  the  relative  weights  be  budget 
neutral  for  the  Puerto  Rico  standardized 
amount  and  the  hospital-specific  rates,  we 
used  FY  2008  discharge  data  to  simulate 
payments  and  compared  aggregate  payments 
using  the  FY  2009  labor-related  share 
percentages,  the  FY  2009  relative  weights, 
and  the  FY  2009  pre-reclassified  wage  data 
to  aggregate  payments  using  the  FY  2009 
labor-related  share  percentages,  the  FY  2010 
relative  weights,  and  the  FY  2009  pre- 
reclassified  wage  data.  Based  on  this 
comparison,  we  computed  a  budget 
neutrality  adjustment  factor  equal  to 
0.997941.  As  discussed  in  section  IV.  of  this 
Addendum,  we  would  also  apply  the  DRG 
reclassification  and  recalibration  budget 
neutrality  factor  of  0.997941  to  the  hospital- 
specific  rates  that  are  to  be  effective  for  cost 
reporting  periods  beginning  on  or  after 
October  1,  2009. 

In  order  to  meet  the  statutory  requirements 
that  we  do  not  take  into  account  the  labor- 
related  share  of  62  percent  when  computing 
wage  index  budget  neutrality  and  that  we 
budget  neutralize  any  changes  in  payments 
as  a  result  of  the  FY  2010  rebased  and  revised 
labor-related  share,  it  was  necessary  to  use  a 
three-step  process  to  comply  with  the 
requirements  that  DRG  reclassification  and 
recalibration  of  the  relative  weights  and  the 
updated  wage  index  and  labor-related  share 
have  no  effect  on  aggregate  payments  for 
IPPS  hospitals.  We  first  determined  a  DRG 
reclassification  and  recalibration  budget 
neutrality  factor  of  0.997941  by  hsing  the 
same  methodology  described  above  to 
determine  the  DRG  reclassification  and 
recalibration  budget  neutrality  factor  for  the 
Puerto  Rico  standardized  amount  and 
hospital-specific  rates.  Secondly,  to  compute 
a  budget  neutrality  factor  for  wage  index  and 
labor-related  share  changes,  we  used  FY  2008 
discharge  data  to  simulate  payments  and 
compared  aggregate  payments  using  FY  2010 
relative  weights  and  FY  2009  pre-reclassified 
wage  indices,  and  applied  the  FY  2009  labor- 
related  share  of  69.7  percent  to  all  hospitals 
(regardless  of  whether  the  hospital’s  wage 


index  was  above  or  below  1.0)  to  aggregate 
payments  using  the  FY  2010  relative  weights 
and  the  FY  2010  pre-reclassified  wage 
indices,  and  applied  the  rebased  and  revised 
labor-related  share  for  FY  2010  of  68.8 
percent  to  all  hospitals  (regardless  of  whether 
the  hospital’s  wage  index  was  above  or  below 
1.0).  In  addition,  we  applied  the  DRG 
reclassification  and  recalibration  budget 
neutrality  factor  (derived  in  the  first  step)  to 
the  rates  that  were  used  to  simulate  payments 
for  this  comparison  of  aggregate  payments 
from  FY  2009  to  FY  2010.  By  applying  this 
methodology,  we  determined  a  budget 
neutrality  factor  for  the  wage  index  and 
labor-related  share  changes  of  1.000407. 
Finally,  we  multiplied  the  DRG 
reclassification  and  recalibration  budget 
neutrality  factor  of  0.997941  (derived  in  the 
first  step)  by  the  budget  neutrality  factor  for 
wage  index  changes  of  1.000407  (derived  in 
the  second  step)  to  determine  the  DRG 
reclassification  and  recalibration  and 
updated  wage  index  and  labor-related  share 
budget  neutrality  factor  of  0.998347. 

Comment:  One  commenter  requested  that 
CMS  explain  why  it  has  made  changes  to  the 
budget  neutrality  calculation  to  segment 
various  aspects  of  those  calculations. 

Response:  As  discussed  above,  in  order  to 
meet  the  statutory  requirements  of  section 
1886(d)(3)(E)(i)  of  the  Act  that  we  do  not  take 
into  account  the  labor-related  share  of  62 
percent  when  computing  wage  index  budget 
neutrality  and  that  we  budget  neutralize  any 
changes  in  payments  as  a  result  of  the  FY 
2010  rebased  and  revised  labor-related  share, 
it  was  necessary  to  use  a  three-step  process 
(or  segment  various  aspects  of  the 
calculation)  to  comply  with  the  requirements 
for  DRG  reclassification  and  recalibration, 
wage  index  and  labor-related  share  budget 
neutrality. 

b.  Reclassified  Hospitals-^Budget  Neutrality 
Adjustment 

Section  1886(d)(8)(B)  of  the  Act  provides 
that,  effective  with  discharges  occurring  on 
or  after  October  1, 1988,  certain  rural 
hospitals  are  deemed  urban.  In  addition, 
section  1886(d)(10)  of  the  Act  provides  for 
the  reclassification  of  hospitals  based  on 
determinations  by  the  MGCRB.  Under  section 
1886(d)(10)  of  the  Act,  a  hospital  may  be 
reclassified  for  purposes  of  the  wage  index. 

Under  section  1886(d)(8)(D)  of  the  Act,  the 
Secretary  is  required  to  adjust  the 
standardized  amount  to  ensure  that  aggregate 
payments  under  the  IPPS  after 
implementation  of  the  provisions  of  sections 
1886(d)(8)(B)  and  (C)  and  1886(d)(10)  of  the 
Act  are  equal  to  the  aggregate  prospective 
payments  that  would  have  been  made  absent 
these  provisions.  We  note  that  the  wage 
index  adjustments  provided  under  section 
1886(d)(13)  of  the  Act  are  not  budget  neutral. 
Section  1886(d)(13)(H)  of  the  Act  provides 
that  any  increase  in  a  wage  index  under 
section  1886(d)(13)  shall  not  be  taken  into 
account  “in  applying  any  budget  neutrality 
adjustment  with  respect  to  such  index” 
under  section  1886(d)(8)(D)  of  the  Act.  To 
calculate  the  budget  neutrality  factor  for  FY 
2010,  we  used  FY  2008  discharge  data  to 
simulate  payments  and  compared  total  IPPS 
payments  with  FY  2010  relative  weights,  FY 
2010  labor  share  percentages,  and  FY  2010 
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wage  data  prior  to  any  reclassifications  under 
sections  1886(d)(8)(B)  and  (C)  and 
1886(d)(10)  of  the  Act  to  total  IPPS  payments 
with  FY  2010  relative  weights,  FY  2010  labor 
share  percentages,  and  FY  2010  wage  data 
after  such  reclassifications.  Based  on  these 
simulations,  we  calculated  an  adjustment 
factor  of  0.991297  to  ensure  that  the  effects 
of  these  provisions  are  budget  neutral, 
consistent  with  the  statute. 

The  FY  2010  budget  neutrality  adjustment 
factor  is  applied  to  the  standardized  amount 
after  removing  the  effects  of  the  FY  2009 
budget  neutrality  adjustment  factor.  We  note 
that  the  FY  2010  budget  neutrality 
adjustment  reflects  FY  2010  wage  index 
reclassifications  approved  by  the  MGCRB  or 
the  Administrator. 

c.  Rural  Floor  and  Imputed  Floor  Budget 
Neutrality  Adjustment 

CMS  makes  an  adjustment  to  the  wage 
index  to  ensure  that  aggregate  payments  after 
implementation  of  the  rural  floor  under 
section  4410  of  the  BBA  (Pub.  L.  105-33)  and 
the  imputed  floor  under  §  412.64(h)(4)  of  the 
regulations  are  made  in  a  manner  that 
ensures  that  aggregate  payments  to  hospitals 
are  not  affected.  As  discussed  in  section  III.B. 
of  the  preamble  of  the  FY  2009  IPPS  final 
rule  (73  FR  48570  through  48574),  we 
adopted  as  final  State-level  budget  neutrality 
for  die  rural  and  imputed  floors,  effective 
beginning  with  the  FY  2009  wage  index.  In 
response  to  the  public’s  concerns  and  taking 
into  account  the  potentially  significant 
payment  cuts  that  could  occur  to  hospitals  in 
some  States  if  we  implemented  this  change 
with  no  transition,  we  decided  to  phase  in, 
over  a  3-year  period,  the  transition  from  the 
national  rural  floor  budget  neutrality 
adjustment  on  the  wage  index  to  the  State- 
level  rural  floor  budget  neutrality  adjustment 
on  the  wage  index.  In  FY  2009,  hospitals 
received  a  blended  Wage  index  that  was 
comprised  of  20  percent  of  the  wage  index 
adjusted  by  applying  the  State-level  rural  and 
imputed  floor  budget  neutrality  adjustment 
and  80  percent  of  the  wage  index  adjusted  by 
applying  the  national  budget  neutrality 
adjustment.  For  FY  2010,  the  blended  wage 
index  is  determined  by  adding  50  percent  of 
the  wage  index  adjusted  by  applying  the 
State-level  rural  and  imputed  floor  budget 
neutrality  adjustment  and  50  percent  of  the 
wage  index  adjusted  by  applying  the  national 
budget  neutrality  adjustment.  In  FY  2011,  the 
adjustment  will  be  completely  transitioned  to 
the  State-level  methodology,  such  that  the 
wage  index  will  be  determined  by  applying 
100  percent  of  the  State-level  budget 
neutrality  adjustment.  As  stated  earlier,  we 
note  that  the  rural  floor  budget  neutrality 
adjustment  is  applied  to  the  wage  index  and 
not  the  standardized  amount.  However, 
because  these  blended  wage  indices 
reflecting  the  50  percent  State-level  rural  and 
imputed  floor  budget  neutrality  adjustment 
and  the  50  percent  national  rural  and 
imputed  floor  budget  neutrality  adjustment 
are  used  in  calculating  the  FY  2010  outlier 
threshold  (as  discussed  below),  we  are 
explaining  our  calculation  of  the  rural  floor 
budget  neutrality  adjustments  (in  this 
section)  below. 

In  order  to  compute  a  budget  neutral  wage 
index  that  is  a  blend  of  50  percent  of  the 


wage  index  adjusted  by  the  State-level  rural 
and  imputed  floor  budget  neutrality 
adjustment  and  50  percent  of  the  wage  index 
adjusted  by  the  national  rural  and  imputed 
floor  budget  neutrality  adjustment,  similar  to 
our  calculation  of  the  FY  2009  wage  index 
(73  FR  48570  through  48574),  we  used  FY 
2008  discharge  data  with  FY  2010  relative 
weights,  FY  2010  labor  share  percentages, 
and  FY  2010  post  reclassified  wage  indices 
to  simulate  IPPS  payments.  First,  we 
compared,  the  national  simulated  payments 
without  the  rural  and  imputed  floors  applied 
to  national  simulated  payments  with  the 
rural  and  imputed  floors  applied  to 
determine  the  national  rural  and  imputed 
floor  budget  neutrality  adjustment  factor  of 
0.996705.  This  national  adjustment  was  then 
applied  to  the  FY  2010  post  reclassified  wage 
indices  to  produce  a  national  rural  and 
imputed  floor  budget  neutral  wage  index, 
which  was  used  in  determining  the  FY  2010 
blended  post  reclassified  wage  indices  for  the 
second  year  of  the  transition  (as  described 
below).  We  then  used  the  same  methodology 
to  determine  each  State’s  rural  or  imputed 
floor  budget  neutrality  adjustment  by 
comparing  each  State’s  total  simulated 
payments  with  and  without  the  rural  or 
imputed  floor  applied.  These  State-level  rural 
and  imputed  floor  budget  neutrality  factors 
were  then  applied  to  the  wage  indices  to 
produce  a  State-level  rural  and  imputed  floor 
budget  neutral  wage  index,  which  was  used 
in  determining  the  FY  2010  blended  wage 
indices  for  the  second  year  of  the  transition 
(as  described  below). 

To  determine  the  FY  2010  wage  indices  for 
the  second  year  of  the  transition,  we  then 
blended  the  national  and  State-level  post 
reclassified  wage  index  values  (computed 
above)  by  taking  50  percent  of  the  national 
rural  and  imputed  floor  budget  neutral  post 
reclassified  wage  index  and  50  percent  of  the 
State-level  rural  and  imputed  floor  budget 
neutral  post  reclassified  wage  index.  Because 
of  interactive  effects  between  the  payment 
factors  applied  under  the  IPPS  and/or 
rounding  issues,  the  blended  post  reclassified 
wage  index  calculated  above  does  not 
necessarily  result  in  overall  budget 
neutrality.  That  is,  aggregate  IPPS  payments 
simulated  using  the  blended  budget  neutral 
post  reclassified  wage  index  may  not  be 
equal  to  aggregate  IPPS  payments  simulated 
using  the  post  reclassified  wage  index  prior 
to  the  application  of  the  rural  and  imputed 
floors.  Therefore,  in  order  to  ensure  that 
national  payments  overall  remain  budget 
neutral  after  application  of  the  rural  and 
imputed  floors,  an  additional  adjustment 
factor  of  0.999995  must  be  applied  to  the  ■" 
blended  post  reclassified  wage  indices 
calculated  as  described  above.  ' 

Comment:  Several  commenters  pointed  out 
that  in  the  proposed  rule  CMS  stated  on  page 
24243  of  the  rule  that  it  applied  an  additional 
budget  neutrality  factor  of  1.00016  to  the 
blended  wage  indexes,  while  on  page  24663 
of  the  rule  CMS  stated  that  this  same 
additional  budget-neutrality  factor  was 
1.000017.  The  commenter  requested  that 
CMS  clarify  which  factor  is  the  correct 
additional  budget  neutrality  factor  related  to 
the  rural  floor.  . 

Response:  We  thank  the  commenter  for 
pointing  out  the  two  different  factors  that 


were  published  in  the  proposed  rule.  The 
correct  factor  for  the  proposed  rule  is 
1.00016.  For  this  final  rule,  as  described 
above,  we  applied  an  adjustment  factor  of 
0.999995  to  the  blended  wage  indices 
calculated. 

d.  Case-Mix  Budget  Neutrality  Adjustment 

(1)  Adjustment  to  the  FY  2010  IPPS 
Standardized  Amount 

As  stated  earlier,  beginning  in  FY  2008,  we 
adopted  the  hiS-DRG  patient  classification 
system  for  the  IPPS  to  better  recognize 
patients’  severity  of  illness  in  Medicare 
payment  rates.  In  the  FY  2008  IPPS  final  rule 
with  comment  period  (73  FR  47175  through 
47186),  we  indicated  that  we  believe  the 
adoption  of  the  MS-DRGs  had  the  potential 
to  lead  to  increases  in  aggregate  payments 
without  a  corresponding  increase  in  actual 
patient  severity  of  illness  due  to  the 
incentives  for  changes  in  documentation  and 
coding.  In  that  final  rule,  using  the 
Secretary’s  authority  under  section 
1886(d)(3)(A)(vi)  of  the  Act  to  maintain 
budget  neutrality  by  adjusting  the  national 
standardized  amounts  to  eliminate  the  effect 
of  changes  in  documentation  and  coding  that 
do  not  reflect  real  change  in  case-mix,  we 
established  prospective  documentation  and 
coding  adjustments  of  - 1.2  percent  for  FY 
2008,  - 1.8  percent  for  FY  2009,  and  - 1.8 
percent  for  FY  2010  (for  a  total  adjustment 
of  —4.8  percent).  On  September  29,  2007, 
Public  Law  110-90  was  enacted.  Section  7  of 
Public  Law  110-90  included  a  provision  that 
reduces  the  documentation  and  coding 
adjustment  for  the  MS-DRG  system  that  we 
adopted  in  the  FY  2008  IPPS  final  rule  with 
comment  period  to  —0.6  percent  for  FY  2008 
and  -0.9  percent  for  FY  2009*.  To  comply 
with  the  provision  of  section  7(a)  of  Public 
Law  110-90,  in  a  final  rule  that  appeared  in 
the  Federal  Register  on  November  27,  2007 
(72  FR  66886),  we  changed  the  IPPS 
documentation  and  coding  adjustment  for  FY 
2008  to  —  0.6  percent,  and  revised  the  FY 

2008  national  standardized  amounts  (as  well 
as  other  payment  factors  and  thresholds) 
accordingly,  with  these  revisions  being 
effective  as  of  October  1,  2007.  For  FY  2009, 
section  7(a)  of  Public  Law  110-90  required  a 
documentation  and  coding  adjustment  of 

-  0.9  percent  instead  of  the  - 1.8  percent 
adjustment  specified  in  the  FY  2008  IPPS 
final  rule  with  comment  period.  As  required 
by  statute,  we  applied  a  documentation  and 
coding  adjustment  of  -  0.9  percent  to  the  FY 

2009  IPPS  national  standardized  amounts. 
The  documentation  and  coding  adjustments 
established  in  the  FY  2008  IPPS  final  rule 
with  comment  period  are  cumulative.  As  a 
result,  the  -  0.9  percent  documentation  and 
coding  adjustment  in  FY  2009  was  in 
addition  to  the  —  0.6  percent  adjustment  in 
FY  2008,  yielding  a  combined  effect  of  - 1.5 
percent. 

In  the  proposed  rule,  we  discussed  our 
analysis  of  FY  2008  claims  data  which  shows 
an  increase  in  case-mix  of  2.5  percent  due  to' 
changes  in  documentation  and  coding  that  do 
not  reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008.  For  FY 
2010,  we  proposed  to  reduce  the  average 
standardized  amounts  under  section  1886(d) 
of  the  Act  in  FY  2010  by  — 1.9  percent. 
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which  represents  the  difference  between 
changes  in  documentation  and  coding  that  do 
not  reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  and  the 
prospective  adjustment  applied  under  Public 
Law  110-90.  As  discussed  in  section  II.D.  of 
the  preamble  of  this  final  rule,  after 
consideration  of  the  public  comments  we 
received  on  our  analysis  and  proposals 
presented  in  the  proposed  rule,  we  have 
decided  to  postpone  adopting  documentation 
and  coding  adjustments  as  authorized  under 
section  7(a)  of  Public  Law  110-90  and 
section  1886(d)(3)(A)(vi)  of  the  Act  until  a 
full  analysis  of  FY  2009  case-mix  changes 
can  be  completed.  Accordingly,  in  this  final 
rule,  for  FY  2010,  we  did  not  apply  any 
additional  documentation  and  coding 
adjustments  to  the  average  standardized 
amounts  under  section  1886(d)  of  the  Act. 

(2)  Adjustment  to  the  FY  2010  Hospital- 
Specific  Rates  for  SCHs  and  MDHs 
As  discussed  in  section  II.D.  of  the 
preamble  of  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  and  this  final  rule, 
because  hospitals  (SCHs  and  MDHs)  paid 
based  in  whole  or  in  part  on  the  hospital- 
specific  rate  use  the  same  MS-DRG  system  as 
other  hospitals,  we  believe  they  have  the 
potential  to  realize  increased  payments  from 
documentation  and  coding  changes  that  do 
not  reflect  real  increases  in  patients’  severity 
of  illness.  Under  section  1886(d)(3)(A)(vi)  of 
the  Act,  Congress  stipulated  that  hospitals 
paid  based  on  the  standardized  amount 
should  not  receive  additional  payments 
based  on  the  effect  of  documentation  and 
coding  changes  that  do  not  reflect  real 
changes  in  case-mix^  Similarly,  we  believe 
that  hospitals  paid  based  on  the  hospital- 
specific  rate  should  not  have  the  potential  to 
realize  increased  payments  due  to 
documentation  and  coding  changes  that  do 
not  reflect  real  increases  in  patients’  severity 
of  illness.  While  we  continue  to  believe  that 
section  1886(d)(3)(A)(vi)  of  the  Act  does  not 
provide  explicit  authority  for  application  of 
the  documentation  and  coding  adjustment  to 
the  hospital-specific  rates,  we  believe  that  we 
have  the  authority  to  apply  the 
documentation  and  coding  adjustment  to  the 
hospital-specific  rates  using  our  special 
exceptions  and  adjustment  authority  under 
section  1886(d)(5)(I)(i)  of  the  Act. 

As  discussed  in  the  proposed  rule,  we 
found  that,  independently  for  both  SCHs  and 
MDHs,  the  change  due  to  documentation  and 
coding  that  did  not  reflect  real  changes  in 
case-mix  for  discharges  occurring  during  FY 
•2008  slightly  exceeded  the  2.5  percent  result 
discussed  earlier,  but  did  not  significantly 
differ  from  that  result.* 

Therefore,  we  proposed  to  use  our 
authority  under  section  1886(d)(5)(I)(i)  of  the 
Act  to  prospectively  adjust  the  hospital- 
specific  rates  by  -  2.5  percent  in  FY  2010  for 
our  estimated  documentation  and  coding 
effect  in  FY  2008  that  does  not  reflect  real 
changes  in  case-mix.  We  also  noted  that, 
unlike  the  national  standardized  rates,  the  FY 
2009  hospital-specific  rates  were  not 
previously  reduced  in  order  to  account  for 
anticipated  changes  in  documentation  and 
coding  that  do  not  reflect  real  changes  in 
case-mix  resulting  from  the  adoption  of  the 
MS-DRGs. 


Consistent  with  our  approach  for 
determining  the  national  average 
standardized  amounts  discussed  earlier,  after 
consideration  of  the  public  comments  we 
received  on  our  analysis  and  proposals 
presented  in  the  proposed  rule,  we  also  are 
postponing  adoption  of  a  documentation  and 
coding  adjustment  to  the  hospital-specific 
rate  until  a  full  analysis  of  FY  2009  case-mix 
changes  can  be  completed.  Accordingly,  in 
this  final  rule,  for  FY  2010,  we  will  not  apply 
a  documentation  and  coding  adjustment  to 
the  hospital-specific  rates.  . 

(3)  Adjustment  to  the  FY  2010  Puerto  Rico 
Standardized  Amount 

As  stated  in  section  II.D.  of  the  preamble 
of  this  final  rule,  we  believe  that  we  have  the 
authority  to  apply  the  documentation  and 
coding  adjustment  to  the  Puerto  Rico-specific 
standardized  amount  using  our  special 
exceptions  and  adjustment  authority  under 
section  1886(d)(5)(I)(i)  of  the  Act.  Similar  to 
SCHs  and  MDHs  that  are  paid  based  on  the 
hospital-specific  rate,  we  believe  that  Puerto 
Rico  hospitals  that  are  paid  based  on  the 
Puerto  Rico-specific  standardized  amount 
should  not  have  the  potential  to  realize 
increased  payments  due  to  documentation 
and  coding  changes  that  do  not  reflect  real 
increases  in  patients’  severity  of  illness.  In 
the  proposed  rule,  we  discussed  our  analysis 
of  FY  2008  claims  data  for  Puerto  Rico 
hospitals,  which  shows  that,  for  Puerto  Rico 
hospitals,  the  increase  in  payments  for 
discharges  occurring  during  FY  2008  due  to 
documentation  and  coding  changes  that  did 
not  reflect  real  changes  in  case-mix  for 
discharges  occurring  during  FY  2008  was 
approximately  1.1  percent.  We  note  that, 
unlike  the  national  standardized  rates,  the  FY 
2009  Puerto  Rico-specific  standardized 
amount  was  not  previously  reduced  in  order 
to  account  for  anticipated  changes  in 
documentation  and  coding  that  do  not  reflect 
real  changes  in  case-mix  resulting  from  the 
adoption  of  the  MS-DRGs.  Therefore,  we 
proposed  to  use  our  authority  under  section 
1886(d)(5)(I)(i)  of  the  Act  to  adjust  the  Puerto 
Rico-specific  standardized  amount  by  - 1.1 
percent  in  FY  2010  to  account  for  the  FY 
2008  documentation  and  coding  changes  that 
are  not  due  to  changes  in  real  case-mix  and 
to  leave  that  adjustment  in  place  for 
subsequent  fiscal  years. 

Consistent  with  our  approach  for 
determining  the  national  average 
standardized  amounts  and  hospital-specific 
rates  of  SCHs  and  MDHs  discussed  above, 
after  consideration  of  the  public  comments 
we  received  on  our  analysis  and  proposals 
presented  in  the  proposed  rule,  we  also  are 
postponing  adoption  of  a  documentation  and 
coding  adjustment  to  the  Puerto  Rico-specific 
rates  until  a  full  analysis  of  FY  2009  case-mix 
changes  can  be  completed.  Accordingly,  in 
this  final  rule,  for  FY  2010,  we  will  not  apply 
a  documentation  and  coding  adjustment  to 
the  Puerto  Rico-specific  rates. 

e.  Outlier  Payments 

Section  1886(d)(5)(A)  of  the  Act  provides 
for  payments  in  addition  to  the  basic 
prospective  payments  for  “outlier”  cases 
involving  extraordinarily  high  costs.  To 
qualify  for  outlier  payments,  a  case  must 
have  costs  greater  than  the  sum  of  the 


prospective  payment  rate  for  the  DRG,  any 
IME  and  DSH  payments,  any  new  technology 
add-on  payments,  and  the  “outlier 
threshold”  or  “fixed-loss”  amount  (a  dollar 
amount  by  which  the  costs  of  a  case  must 
exceed  payments  in  order  to  qualify  for  an 
outlier  payment).  We  refer  to  the  sum  of  the 
prospective  payment  rate  for  the  DRG,  any 
IME  and  DSH  payments,  any  new  technology 
add-on  payments,  and  the  outlier  threshold 
as  the  outlier  “fixed-loss  cost  threshold.”  To 
determine  whether  the  costs  of  a  case  exceed 
the  fixed-loss  cost  threshold,  a  hospital’s  CCR 
is  applied  to  the  total  covered  charges  for  the 
case  to  convert  the  charges  to  estimated  costs. 
Payments  for  eligible  cases  are  then  made 
based  on  a  marginal  cost  factor,  which  is  a 
percentage  of  the  estimated  costs  above  the 
fixed-loss  cost  threshold.  The  marginal  cost 
factor  for  FY  2010  is  80  percent,  the  same  * 
marginal  cost  factor  we  have  used  since  FY 
1995  (59  FR  45367). 

In  accordance  with  section 
1886(d)(5)(A)(iv)  of  the  Act,  outlier  payments 
for  any  year  are  projected  to  be  not  less  than 
5  percent  nor  more  than  6  percent  of  total 
operating  DRG  payments  plus  outlier 
payments.  We  note  that  the  statute  requires 
outlier  payments  to  be  not  less  than  5  percent 
nor  more  than  6  percent  of  total  “operating 
DRG  payments”  (which  does  not  include  IME 
and  DSH  payments)  plus  outlier  payments. 
When  setting  the  outlier  threshold,  we 
compute  the  5.1  percent  target  by  dividing 
the  total  operating  outlier  payments  by  the 
total  operating  DRG  payments  plus  outlier 
payments.  We  do  not  include  any  other 
payments  such  as  IME  and  DSH  within  the 
outlier  target  amount.  Therefore,  it  is  not 
necessary  to  include  Medicare  Advantage 
IME  payments  in  the  outlier  threshold 
calculation.  Section  1886(d)(3)(B)  of  the  Act 
requires  the  Secretary  to  reduce  the  average 
standardized  amount  by  a  factor  to  account 
for  the  estimated  proportion  of  total  DRG 
payments  made  to  outlier  cases.  Similarly, 
section  1886(d)(9)(B)(iv)  of  the  Act  requires 
the  Secretary  to  reduce  the  average 
standardized  amount  applicable  to  hospitals 
located  in  Puerto  Rico  to  account  for  the 
estimated  proportion  of  total  DRG  payments 
made  to  outlier  cases.  More  information  on 
outlier  payments  may  be  found  on  the  CMS 
Web  site  at  http://www.cms.hhs.gov/Acute 
In  patien  tPPS/04_ou  tlier.asp #  T opOfPage. 

(1)  FY  2010  Outlier  Fixed-Loss  Cost 
Threshold 

For  FY  2010,  we  proposed  to  continue  to 
use  the  same  methodology  used  for  FY  2009 
(73  FR  48763  through  48766)  to  calculate  the 
outlier  threshold.  Similar  to  the  methodology 
used  in  the  FY  2009  IPPS  final  rule,  for  FY 
2010,  we  proposed  to  apply  an  adjustment 
factor  to  the  CCRs  to  account  for  cost  and 
charge  inflation  (as  explained  below).  As  we 
have  done  in  the  past,  to  calculate  the 
proposed  FY  2010  outlier  threshold  we 
simulated  payments  by  applying  FY  2010 
rates  and  policies  using  cases  from  the  FY 
2008  MedPAR  files.  Therefore,  in  order  to 
determine  the  proposed  FY  2010  outlier 
threshold,  we  inflated  the  charges  on  the 
MedPAR  claims  by  2  years,  from  FY  2008  to 
FY  2010. 

We  proposed  to  continue  to  use  a  refined 
methodology  that  takes  into  account  the 
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lower  inflation  in  hospital  charges  that  are 
occurring  as  a  result  of  the  outlier  final  rule 
(68  FR  34494),  which  changed  our 
methodology  for  determining  outlier 
payments  by  implementing  the  use  of  more 
current  CCRs.  Our  refined  methodology  uses 
more  recent  data  that  reflect  the  rate-of- 
change  in  hospital  charges  under  the  new 
outlier  policy. 

Using  the  most  recent  data  available,  we 
calculated  the  1-year  average  annualized  rate- 
of-change  in  charges-per-case  from  the  last 
quarter  of  FY  2007  in  combination  with  the 
first  quarter  of  FY  2008  (July  1,  2007  through 
December  31,  2007)  to  the  last  quarter  of  FY 
2008  in  combination  with  the  first  quarter  of 
FY  2009  (July  1,  2008  through  December  31, 
2008).  This  rate  of  change  was  7.29  percent 
(1.0729)  or  15.11  percent  (1.1511)  over  2 
•years. 

As  we  have  done  in  the  past,  we 
established  the  proposed  FY  2010  outlier 
threshold  using  hospital  CCRs  from  the 
December  2008  update  to  the  Provider- 
Specific  File  (PSF) — the  most  recent  available 
data  at  the  time  of  the  proposed  rule.  This 
file  includes  CCRs  that  reflect 
implementation  of  the  changes  to  the  policy 
for  determining  the  applicable  CCRs  that 
became  effective  August  8,  2003  (68  FR 
34494). 

As  discussed  in  the  FY  2007  IPPS  final  rule 
(71  FR  48150),  we  worked  with  the  Office  of 
Actuary  to  derive  the  methodology  described 
below  to  develop  the  CCR  adjustment  factor. 
For  FY  2010,  we  proposed  to  continue  to  use 
the  same  methodology  to  calculate  the  CCR 
adjustment  by  using  the  FY  2008  operating 
cost  per  discharge  increase  in  combination 
with  the  actual  FY  2008  operating  market 
basket  percentage  increase  determined  by 
EHS  Global  Insight,  Inc.,  as  well  as  the  charge 
inflation  factor  described  above  to  estimate 
the  adjustment  to  the  CCRs.  (We  note  that  the 
FY  2008  actual  (otherwise  referred  to  as 
“final”)  operating  market  basket  percentage 
increase  reflects  historical  data,  whereas  the 
published  FY  2008  operating  market  basket 
update  factor  was  based  on  IHS  Global 
Insight,  Inc.’s  2007  third  quarter  forecast  with 
historical  data  through  the  first  quarter  of 
2008.)  By  using  the  operating  market  basket 
percentage  increase  and  the  increase  in  the 
average  cost  per  discharge  from  hospital  cost 
reports,  we  are  using  two  different  measures 
of  cost  inflation.  For  FY  2010,  we  determined 
the  adjustment  by  taking  the  percentage 
increase  in  the  operating  costs  per  discharge 
from  FY  2006  to  FY  2007  (1.0460)  from  the 
cost  report  and  dividing  it  by  the  final 
operating  market  basket  percentage  increase 
from  FY  2007  (1.0360).  This  operation 
removes  the  measure  of  pure  price  increase 
(the  market  basket)  from  the  percentage 
increase  in  operating  cost  per  discharge, 
leaving  the  nonprice  factors  in  the  cost 
increase  (for  example,  quantity  and  changes 
in  the  mix  of  goods  and  services).  We 
repeated  this  calculation  for  2  prior  years  to 
determine  the  3-year  average  of  the  rate  of 
adjusted  change  in  costs  between  the 
operating  market  basket  percentage  increase 
and  the  increase  in  cost  per  case  from  the 
cost  report  (the  FY  2004  to  FY  2005 
percentage  increase  of  operating  costs  per 
discharge  of  1.0584  divided  by  the  FY  2005 


find  operating  market  basket  percentage 
increase  of  1.0390,  the  FY  2005  to  FY  2006 
percentage  increase  of  operating  costs  per 
discharge  of  1.0578  divided  by  FY  2006  final 
operating  market  basket  percentage  increase 
of  1.0400).  For  FY  2010,  we  averaged  the 
differentials  calculated  for  FY  2005,  FY  2006, 
and  FY  2007,  which  resulted  in  a  mean  ratio 
of  1.0151.  We  multiplied  the  3-year  average 
of  1.0151  by  the  FY  2008  final  operating 
market  basket  percentage  increase  of  1.0400, 
which  resulted  in  an  operating  cost  inflation 
factor  of  5.56  percent  or  1.056.  We  then 
divided  the  operating  cost  inflation  factor  by 
the  1-year  average  change  in  charges 
(1.072893)  and  applied  an  adjustment  factor 
of  0.9840  to  the  operating  CCRs  from  the  PSF. 

As  stated  in  the  FY  2009  IPPS  final  rule  (73 
FR  48763),  we  continue  to  believe  it  is 
appropriate  to  apply  only  a  1-year  adjustment 
factor  to  the  CCRs.  On  average,  it  takes 
approximately  9  months  for  a  fiscal 
intermediary  or  MAC  to  tentatively  settle  a 
cost  report  from  the  fiscal  year  end  of  a 
hospital’s  cost  reporting  period.  The  average 
“age”  of  hospitals’  CCRs  from  the  time  the 
fiscal  intermediary  or  the  MAC  inserts  the 
CCR  in  the  PSF  until  the  beginning  of  FY 
2009  is  approximately  1  year.  Therefore,  as 
stated  above,  we  believe  a  1-year  adjustment 
factor  to  the  CCRs  is  appropriate. 

We  used  the  Same  methodology  for  the 
capital  CCRs  and  determined  the  adjustment 
by  taking  the  percentage  increase  in  the 
capital  costs  per  discharge  from  FY  2006  to 
FY  2007  (1.0488)  from  the  cost  report  and 
dividing  it  by  the  final  capital  market  basket 
percentage  increase  from  FY  2007  (1.0130). 
We  repeated  this  calculation  for  2  prior  years 
to  determine  the  3-year  average  of  the  rate  of 
adjusted  change  in  costs  between  the  capital 
market  basket  percentage  increase  and  the 
increase  in  cost  per  case  from  the  cost  report 
(the  FY  2004  to  FY  2005  percentage  increase 
of  capital  costs  per  discharge  of  1.0329 
divided  by  the  FY  2005  final  capital  market 
basket  percentage  increase  of  1.0090,  the  FY 
2005  to  FY  2006  percentage  increase  of 
capital  costs  per  discharge  of  1.0467  divided 
by  the  FY  2006  final  capital  market  basket 
percentage  increase  of  1.0110).  For  FY  2010, 
we  averaged  the  differentials  calculated  for 
FY  2005,  FY  2006,  and  FY  2007,  which 
resulted  in  a  mean  ratio  of  1.0314.  We 
multiplied  the  3-year  average  of  1.0314  by 
the  FY  2008  final  capital  market  basket 
percentage  increase  of  1.0140,  which  resulted 
in  a  capital  cost  inflation  factor  of  4.59 
percent  or  1.0459.  We  then  divided  the 
capital  cost  inflation  factor  by  the  1-year 
average  change  in  charges  (1.072893)  and 
applied  an  adjustment  factor  of  0.9748  to  the 
capital  CCRs  from  the  PSF.  We  are  using  the 
same  charge  inflation  factor  for  the  capital 
CCRs  that  was  used  for  the  operating  CCRs. 
The  charge  inflation  factor  is  based  on  the 
overall  billed  charges.  Therefore,  we  believe 
it  is  appropriate  to  apply  the  charge  factor  to 
both  the  operating  and  capital  CCRs. 

As  stated  above,  for  FY  2010,  we  applied 
the  proposed  FY  2010  rates  and  policies 
using  cases  from  the  FY  2008  MedPAR  files 
in  calculating  the  proposed  outlier  threshold. 
Therefore,  for  purposes  of  estimating  the 
proposed  outlier  threshold  for  FY  2010,  it  is 
necessary  to  take  into  account  the  remaining 


projected  case-mix  growth  when  calculating 
the  outlier  threshold  that  results  in  outlier 
payments  being  5.1  percent  of  total  payments 
for  FY  2010.  As  discussed  above  and  in 
section  II.D.  of  the  preamble  of  this  final  rule, 
our  actuaries  estimate  that  maintaining 
budget  neutrality  for  changes  in  case-mix  due 
to  the  adoption  of  the  MS-DRGs  requires  an 
adjustment  of  -4.8  percent  to  the  national 
standardized  amount.  For  FY  2008,  our 
estimate  of  the  case-mix  increase  due  to 
documentation  and  coding  in  FY  2008  is  2.5 
percent,  which  is  already  included  within 
the  claims  data  (FY  2008  MedPAR  files)  used 
to  calculate  the  proposed  FY  2010  threshold. 
In  addition,  we  stated  that,  even  with  our 
assumption  that  there  will  be  no  continued 
changes  in  documentation  and  coding  in  FY 
2009,  the  use  of  the  FY  2009  relative  weights 
will  result  in  an  additional  0.7  percent  case- 
mix  increase  due  to  the  documentation  and 
coding  effect  in  FY  2009.  Therefore,  we 
projected  that  an  additional  1.6  percent  case- 
mix  growth  occurred  since  2008  (4.8  percent 
-2.5  percent  (case-mix  growth  in  FY  2008) 

—  0.7  percent  (FY  2009  relative  weights 
effect)  =  1.6  percent).  As  a  result,  we  inflated 
the  FY  2008  claims  data  by  an  additional  1.6 
percent  for  the  additional  case-mix  growth 
projected  to  have  occurred  since  FY  2008.  If 
we  did  not  take  into  account  the  remaining 
1.6  percent  projected  case^mix  growth,  our 
estimate  of  total  FY  2010  payments  would  be 
too  low,  and  as  a  result,  our  proposed  outlier 
threshold  would  be  too  high,  such  that 
estimated  outlier  payments  would  be  less 
than  our  projected  5.1  percent  of  total 
payments.  While  we  assume  1.6  percent  case- 
mix  growth  for  IPPS  hospitals  in  our  outlier 
threshold  calculations,  the  FY  2010  national 
standardized  amounts  used  to  calculate  the 
proposed  outlier  threshold  reflect  the 
proposed  cumulative  adjustment  of  -3.4 
percent  (as  described  above  in  this  section 
aboveh 

Using  this  methodology,  we  proposed  an 
outlier  fixed-loss  cost  threshold  for  FY  2010 
equal  to  the  prospective  payment  rate  for  the 
DRG,  plus  any  IME  and  DSH  payments,  and 
any  add-on  payments  for  new  technology, 
plus  $24,240. 

In  the  proposed  nile,  we  stated  that  as  we 
did  in  establishing  the  FY  2009  outlier 
threshold  (73  FR  57891),  in  our  projection  of 
FY  2010  outlier  payments,  we  did  not  make 
any  adjustments  for  the  possibility  that 
hospitals’  CCRs  and  outlier  payments  may  be 
reconciled  upon  cost  report  settlement.  We 
continue  to  believe  that,  due  to  the  policy 
implemented  in  the  June  9,  2003  outlier  final 
rule  (68  FR  34494),  CCRs  will  no  longer 
fluctuate  significantly  and,  therefore,  few 
hospitals  will  actually  have  these  ratios 
reconciled  upon  cost  report  settlement.  In 
addition,  it  is  difficult  to  predict  the  specific 
hospitals  that  will  have  CCRs  and  outlier 
payments  reconciled  in  any  given  year.  We 
also  noted  that  reconciliation  occurs  because 
hospitals’  actual  CCRs  for  the  cost  reporting 
period  are  different  than  the  interim  CCRs 
used  to  calculate  outlier  payments  when  a 
bill  is  processed.  Our  simulations  assume 
that  CCRs  accurately  measure  hospital  costs 
based  on  information  available  to  us  at  the 
time  we  set  the  outlier  threshold.  For  these 
reasons,  we  proposed  not  to  make  any 
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assumptions  about  the  effects  of 
reconciliation  on  the  outlier  threshold 
calculation. 

We  also  noted  in  the  proposed  rule  that 
there  were  some  factors  that  contributed  to  a 
higher  proposed  fixed  loss  outlier  threshold 
for  FY  2010  compared  to  FY  2009.  First,  as 
stated  below  in  section  II.  A.4.e.(3)  of  this 
Addendum,  we  are  currently  projecting  5.4 
percent  of  total  IPPS  payment  will  be  paid  as 
outliers  in  FY  2009  or  0.3  percentage  points 
greater  than  the  5.1  percent  originally 
estimated.  If  we  do  not  increase  the  FY  2009 
threshold  in  FY  2010,  we  would  continue  to 
make  outlier  payments  in  excess  of  the  5.1 
percent  target.  In  addition,  because  overall 
payments  are  projected  to  be  lower  in  FY 
2010  compared  to  FY  2009,  even  more  cases 
would  qualify  for  outlier  payments.  In  order 
to  maintain  outlier  payments  at  5.1  percent, 
the  outlier  threshold  must  be  further 
increased  to  decrease  the  amount  of  cases 
that  would  qualify  as  outliers.  Together,  we 
believe  that  the  above  factors  cumulatively 
contributed  to  a  higher  proposed  fixed-loss 
outlier  threshold  in  FY  2010  compared  to  FY 
2009. 

Comment:  Some  commenters  stated  that  it 
appears  CMS  is  making  conservative 
estimates  and  assumptions  in  the  numbers 
and  cost  of  outlier  cases  in  order  to  be  within 
or  materially  below  the  5.1  percent  target. 
Another  commenter  stated  that  CMS  should 
not  use  FY  2009  projections  to  determine  the 
FY  2010  threshold  and  instead  CMS  should 
use  FY  2008  actual  payments.  The 
commenter  further  stated  that  underpayment 
in  FY  2008  indicates  that  the  proposed 
increase  in  the  FY  2010  threshold  is 
overstated. 

One  commenter  objected  to  CMS’  proposal 
to  raise  the  outlier  threshold  in  FY  2010 
(compared  to  FY  2009).  The  commenter 
explained  that  it  does  not  understand  why 
CMS  is  proposing  to  raise  the  threshold  if  the 
FY  2009  threshold  has  clearly  achieved 
Congress’  stated  goal.  The  commenter 
believed  that  raising  the  threshold  will 
jeopardize  CMS’  ability  to  meet  the  outlier 
target  for  FY  2010.  The  commenter  also  noted 
that  because  there  is  a  planned  reduction  to 
the  rate  for  documentation  and  coding,  CMS 
should  lower  the  outlier  threshold. 

Response:  As  explained  above,  we  use  the 
most  recent  data  available  to  set  the  outlier 
threshold.  Specifically,  to  calculate  the  FY 
2010  outlier  threshold,  we  simulated 
payments  by  applying  FY  2010  rates  and 
policies  using  cases  from  the  FY  2008 
MedPAR  files.  Therefore,  we  did  not  use  the 
FY  2009  projection  in  the  modeling  of  the 
outlier  threshold.  In  our  discussion  in  the 
proposed  rule  of  why  we  believe  the 
threshold  increased  from  FY  2009  to  FY 
2010,  we  observed  from  our  analysis  that  the 
threshold  we  set  in  FY  2009  is  currently 
projecting  an  outlier  estimate  of  5.4  percent 
for  FY  2009.  Based  on  this  observation,  it 
would  seem  if  we  maintained  the  FY  2009 
threshold  for  FY  2010,  we  would  continue  to 
miss  the  5.1  percent  target  and  overpay 
outliers.  Upon  modeling  the  proposed  outlier 
threshold  using  FY  2008  MedPAR  claims  and 
the  methodology  described  above  (not 
including  the  FY  2009  projection  of  the 
outlier  estimate),  the  result  was  indeed  an 
increased  outlier  threshold  forFY  2010.  K' 


We  note  that  in  the  proposed  rule  we 
proposed  to  reduce  the  proposed 
standardized  amount  by  1.9  percent  due  to 
documentation  and  coding.  As  stated  above, 
the  proposed  FY  2010  national  standardized 
amounts  used  to  calculate  the  proposed 
outlier  threshold  reflected  the  proposed 
cumulative  adjustment  of  —  3.4  percent.  We 
believe  that  the  proposed  cumulative 
documentation  and  coding  adjustment 
applied  to  the  proposed  FY  2010  national 
standardized  amounts  to  calculate  the 
proposed  outlier  threshold  also  contributed 
to  an  increase  in  the  proposed  FY  2010 
outlier  threshold  from  FY  2009.  Specifically, 
as  a  result  of  the  reduction  to  the 
standardized  amount  for  documentation  and 
coding  in  the  proposed  rule,  more  cases 
would  qualify  for  outliers.  Therefore,  it  was 
necessary  to  increase  the  outlier  threshold  in 
the  proposed  rule  to  maintain  outlier 
payments  at  5.1  percent  of  overall  payments. 
However,  as  stated  below,  for  this  final  rule, 
the  FY  2010  national  standardized  amounts 
used  to  calculate  the  final  outlier  threshold 
reflect  the  cumulative  adjustment  of  - 1.5 
percent  (from  FY  2008  and  FY  2009)  with  no 
further  documentation  and  coding 
adjustment  for  FY  2010.  Because  we  are  no 
longer  applying  additional  documentation 
and  coding  adjustments  for  FY  2010,  fewer 
cases  will  qualify  for  outlier  payments. 
Therefore,  for  this  final  rule,  our  use  of  a  FY 
2010  national  standardized  amount  that 
reflects  a  cumulative  adjustment  of  — 1.5 
percent  rather  than  —  3.4  percent  resulted  in 
a  lower  outlier  threshold  from  the  proposed 
rule  in  order  to  maintain  outlier  payments  at 
5.1  percent  of  overall  payments. 

Comment:  One  commenter  recommended 
that  CMS  make  a  mid-year  change  to  the 
outlier  threshold  if  it  appears  that  the  5.1 
percent  target  will  not  be  met.  The 
commenter  suggested  that  CMS  use  more 
recent  CCR  data  for  a  mid-year  correction  to 
the  outlier  threshold  and  use  thresholds  such 
as  if  outlier  payments  less  than  95  percent  or 
greater  than  105  percent  of  the  5.1  percent 
target  to  trigger  a  mid-year  adjustment. 

Response:  We  responded  to  a  similar 
comment  in  the  FY  2006  IPPS  final  rule  (70 
FR  47495).  We  refer  readers  to  that  final  rule. 

Comment:  One  commenter  recommended 
that  CMS  use  a  multiyear  trend  analysis 
using  actual  outlier  payments  rather  than 
estimating  payments  based  a  portion  of 
payments  from  FY  2009  to  determine  the  FY 
2010  outlier  threshold.  The  commenter  noted 
that  actual  outlier  payments  for  hospitals  in 
"  its  city  do  not  match  CMS’  projections.  The 
commenter  opposed  the  increase  to  the 
outlier  threshold  and  requested  that  CMS 
develop  a  methodology  that  better  predicts 
the  outlier  threshold  with  less  variability. 

Response:  The  commenter  did  not  provide 
an  explanation  on  how  to  use  actual 
payments  to  determine  the  outlier  threshold 
for  the  coming  fiscal  year.  Also,  considering 
actual  outlier  payments  in  the  modeling  of 
the  outlier  threshold  would  result  in  our 
modeling  the  threshold  based  on  high  cost 
cases  that  are  not  relevant  to  the  upcoming 
fiscal  year.  In  addition,  we  use  the  latest  data 
available  (that  is,  the  FY  2008  MedPAR)  to 
model  the  FY  2010  outlier  threshold  as  if  we 
were  making  payments  within  FY  2010.  We 


believe  our  outlier  policies  are  consistent 
with  the  statute  and  the  goals  of  the  IPPS. 

In  response  to  the  comments  that  actual 
outlier  payments  for  hospitals  in  the 
commenter’s  city  do  not  match  CMS’ 
projections,  when  we  compute  the  outlier 
threshold,  we  set  the  threshold  to  meet  the 
5.1  percent  target  in  the  aggregate  (on  a 
national  basis)  and  not  on  an  individual 
hospital  basis.  It  is  possible  that  some 
hospitals  may  treat  sicker  patients  than 
others,  thus  resulting  in  an  individual  outlier 
percentage  that  is  higher  than  5.1  percent, 
while  other  hospitals  may  treat  more  healthy 
patients,  which  results  in  an  outlier 
percentage  that  is  less  than  5.1  percent.  Our 
goal  is  to  set  an  outlier  threshold  that  meets 
the  5.1  percent  target  on  a  national  level.  In 
addition,  for  FY  2009,  we  are  currently 
projecting  outlier  payment  to  be  5.4  percent 
of  total  payments,  which  is  greater  than  the 
5.1  percent  target.  We  believe  that  the  current 
methodology,  which  also  adjusts  the  CCRs, 
has  led  to  better  accuracy  in  determining  the 
outlier  threshold  in  order  to  maintain  outlier 
payments  at  5.1  percent. 

Comment:  Many  commenters  stated  that 
CMS  currently  estimates  outlier  payments  in 
FY  2008  at  4.8  percent  of  total  payments.  The 
commenters  commended  CMS  for  making 
refinements  such  as  applying  an  adjustment 
factor  to  CCRs  when  computing  the  outlier 
threshold  but  noted  that,  because  CMS  is  still 
not  reaching  the  5.1  percent  target,  there  is 
still  room  for  improvement.  The  commenters 
further  stated  that  although  CMS  currently 
projects  outlier  payments  in  FY  2009  to  be 
estimated  at  5.4  percent  of  total  payments, 
which  exceeds  the  5.1  percent  target,  this 
estimate  is  based  on  discharges  from  a  prior 
year  and  will  likely  not  reflect  the  actual 
result.  The  commenters  noted  that  in  prior 
years  when  CMS  provided  its  projected 
estimate  of  outlier  payments  for  a  given  fiscal 
year,  once  the  actual  claims  were  available  to 
determine  the  actual  outlier  payment  (in  the 
following  fiscal  year),  the  estimate  declined 
between  0.2  percent  and  0.3  percent  from  the 
projection.  The  commenters  suggested  that 
the  methodology  to  develop  the  adjustment 
factor  to  the  CCRs  is  unnecessarily 
complicated  and  does  not  lead  to  a  more 
accurate  result.  The  commenters  urged  CMS 
to  adopt  a  methodology  that  uses  recent 
historical  industry  wide  average  rate  of 
change,  similar  to  the  methodology  used  to 
develop  the  charge  inflation  factor.  Further, 
in  addition  to  applying  an  adjustment  to  the 
CCRs  based  on  historical  data,  the 
commenters  suggested  that  the  CCRs  should 
be  projected  over  different  periods  of  time, 
some  less  or  more  than  one  year,  based  on 
variations  in  hospital  fiscal  year  ends.  The 
commenters  believed  this  methodology 
would  more  accurately  project  the  decline  in 
CCRs.  The  commenters  also  compared  its 
method  and  CMS’  method  to  the  actual  FY 
2008  rate  of  change  in  CCRs  and  found  a 
variance  of  0.6  percent  (for  the  commenters’ 
methodology)  compared  to  1 .6  percent  (CMS’ 
methodology). 

Response:  For  this  final  rule,  similar  to  our 
response  in  the  FY  2008  final  rule  (72  FR 
47418),  in  response  to  the  comment  that 
CCRs  should  be  projected  over  different 
periods  of  time,  it  is  possible  that  some  of  the 
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CCRs  in  the  March  PSF  will  be  used  in  FY 
2009  for  actual  outlier  payments,  while  other 
CCRs  may  be  one  year  old.  Therefore,  we 
apply  a  1-year  adjustment  to  the  CCRs.  With 
respect  to  the  comment  on  our  methodology 
used  to  adjust  the  CCRs,  as  we  stated  in  the 
FY  2008  IPPS  final  rule  with  comment  period 
(72  FR  47418),  we  continue  to  believe  this 
calculation  of  an  adjustment  to  the  CCRs  is 
more  accurate  and  stable  than  the 
commenter’s  methodology  because  it  takes 
into  account  the  costs  per  discharge  and  the  . 
market  basket  percentage  increase  when 
determining  a  cost  adjustment  factor.  There 
are  times  where  the  market  basket  and  the 
cost  per  discharge  will  be  constant,  while 
other  times  these  values  will  differ  from  each 
other,  depending  on  the  fiscal  year. 

Therefore,  as  mentioned  above,  using  the 
market  basket  in  conjunction  with  the  cost 
per  discharge  takes  into  account  two  sources 
that  measure  potential  cost  inflation  and 
ensures  a  more  accurate  and  stable  cost 
adjustment  factor. 

In  addition,  as  stated  below,  we  are 
currently  projecting  FY  2009  payments  at  an 
estimate  of  5.4  percent  of  overall  payments. 
As  the  commenters  noted,  however,  in  the . 
past,  once  actual  data  is  available  to 
determine  actual  outlier  payment,  actual 
outlier  payments  tend  to  decline  by  0.2 
percent  or  0.3  percent  from  CMS’  original  . 
projection.  If  this  trend  holds  for  FY  2009, 
actual  FY  2009  outlier  payments  would  be 
very  close  to  our  target  of  5.1  percent  of 
overall  payments.  Therefore,  we  continue  to 
believe  that  our  methodology  for  adjusting 
the  CCRs  is  an  appropriate  method  for  use  in 
determining  the  outlier  threshold. 

Comment:  One  commenter  was  concerned 
that  CMS  did  not  include  outlier 
reconciliations  in  developing  the  outlier 
threshold.  The  commenter  requested  that 
CMS  disclose  in  the  final  rule  and  future 
proposed  and  final  IPPS  rules  the  amount  of 
money  it  has  recovered  through 
reconciliation.  The  commenter  explained 
that  this  information  will  allow  others  to 
comment  specifically  on  how  this  provision 
would  impact  the  threshold. 

Response:  We  thank  the  commenter  for  the 
concern  regarding  not  including  outlier 
reconciliation  within  the  development  of  the 
outlier  threshold.  However,  as  stated  above, 
we  continue  to  believe  that,  due  to  the  policy 
implemented  in  the  June  9,  2003  outlier  final 
rule  (68  FR  34494),  CCRs  will  no  longer 
fluctuate  significantly  and,  therefore,  few 
hospitals  will  actually  have  these  ratios 
reconciled  upon  cost  report  settlement.  In 
addition,  it  is  difficult  to  predict  the  specific 
hospitals  that  will  have  CCRs  and  outlier 
payments  reconciled  in  any  given  year.  We 
also  noted  that  reconciliation  occurs  because 
hospitals’  actual  CCRs  for  the  cost  reporting 
period  are  different  than  the  interim  CCRs 
used  to  calculate  outlier  payments  when  a 
bill  is  processed.  Our  simulations  assume 
that  CCRs  accurately  measure  hospital  costs 
based  on  information  available  to  us  at  the 
time  we  set  the  outlier  threshold.  For  these 
reasons,  we  proposed  and  are  finalizing  our 
policy  not  to  make  any  assumptions  about 
the  effects  of  reconciliation  on  the  outlier 
threshold  calculation. 

Comment:  Commenters  questioned 
whether  CMS  Medicare  Advantage  claims 


were  used  in  the  FY  2010  IPPS  proposed  rule 
to  calculate  the  outlier  threshold. 

Commenters  also  questioned  if  the  charges 
for  organ  acquisition  costs  and  anti¬ 
hemophilic  blood  factor  were  excluded  from 
the  modeling  of  the  outlier  threshold. 

Response:  As  stated  above,  we 
inadvertently  included  Medicare  Advantage 
claims  in  the  budget  neutrality  calculations. 
For  this  final  rule,  we  have  corrected  this 
oversight  in  the  calculation  of  the  FY  2010 
final  relative  weights. 

In  addition,  in  the  proposed  rule,  we 
inadvertently  included  charges  for  organ 
acquisition  costs  within  the  budget  neutrality 
calculations  and  the  calculation  of  the  outlier 
threshold.  For  the  final  rule,  we  excluded 
charges  for  organ  acquisition  costs  within  the 
budget  neutrality  calculations  and  the 
calculation  of  the  outlier  threshold. 

Finally,  charges  for  anti-hemophilic  blood 
factor  were  included  in  the  proposed  budget 
neutrality  calculations  and  the  calculation  of 
the  outlier  threshold.  We  examined  the 
MedPAR  file  and  have  determined  that 
charges  for  anti-hemophilic  blood  factor  are 
contained  within  the  pharmacy  charges. 
Unfortunately,  we  are  currently  unable  to 
break  out  charges  for  anti-hemophilic  blood 
factor  from  the  pharmacy  charges  Within 
MedPAR.  We  will  explore  the  possibility  of 
identifying  for  anti-hemophilic  blood  factor 
charges  in  future  fiscal  years. 

Because  we  are  not  making  any  changes  to 
our  methodology  for  this  final  rule,  for  FY 
2010,  we  are  using  the  same  methodology  we 
proposed  to  calculate  the  outlier  threshold. 
We  used  the  blended  wage  indices  (as 
discussed  above)  when  we  simulated 
payments  in  our  outlier  modeling  to 
determine  the  final  outlier  threshold  for  FY 
2010.  Using  the  most  recent  data  available, 
we  calculated  the  1-year  average  annualized 
rate-o f-change  in  charges  per  case  from  the . 
first  quarter  of  FY  2008  in  combination  with 
the  second  quarter  of  FY  2008  (October  1, 
2007  through  March  31,  2008)  to  the  first 
quarter  of  FY  2009  in  combination  with  the 
second  quarter  of  FY  2009  (October  1,  2008 
through  March  31,  2009).  This  rate  of  change 
was  6.8570  percent  (1.068570)  or  14.184 
percent  (1.14184)  over  2  years. 

As  we  have  done  in  the  past,  we 
established  the  final  FY  2010  outlier 
threshold  using  hospital  CCRs  from  the 
March  2009  update  to  the  PSF — the  most 
recent  available  data  at  the  time  of  this  final 
rule.  This  file  includes  CCRs  that  reflected 
implementation  of  the  changes  to  the  policy 
for  determining  the  applicable  CCRs  that 
became  effective  August  8,  2003  (68  FR 
34494). 

For  FY  2009,  we  calculated  the  CCR 
adjustment  by  using  the  operating  cost  per 
discharge  increase  in  combination  with  the 
market  basket  increase  determined  by  IHS 
Globa! Insight,  Inc.,  as  well  as  the  charge 
inflation  factor  described  above  to  estimate 
the  adjustment  to  the  CCRs.  We  determined 
the  operating  CCR  adjustment  by  taking  the 
percentage  increase  in  the  operating  costs  per 
discharge  from  FY  2006  to  FY  2007  (1.0463) 
from  the  cost  report  and  dividing  it  by  the 
final  market  basket  increase  from  FY  2007 
(1.036).  This  operation  removes  the  measure 
of  pure  price  increase  (the  market  basket) 


from  the  percentage  increase  in  operating 
cost  per  discharge,  leaving  the  non-price 
factors  in  the  cost  increase  (that  is,  quantity 
and  changes  in  the  mix  of  goods  and 
services)  to  increase  the  projected  market 
basket  for  estimating  the  future  cost  increase. 
We  repeated  this  calculation  for  2  prior  years 
to  determine  the  3-year  average  of  the  rate  of 
adjusted  change  in  costs  between  the  market 
basket  rate-of-increase  and  the  increase  in  * 
cost  per  case  from  the  cost  report  (FY  2004 
to  FY  2005  percentage  increase  of  operating 
costs  per  discharge  of  1.0585  divided  by  FY 
2005  final  market  basket  increase  of  1.039, 

FY  2005  to  FY  2006  percentage  increase  of 
operating  costs  per  discharge  of  1.0574 
divided  by  FY  2006  final  market  basket 
increase  of  1.04).  For  FY  2010,  we  averaged 
the  differentials  calculated  for  FY  2005,  FY 
2006,  and  FY  2007  which  resulted  in  a  mean 
ratio  of  1.0151.  We  multiplied  the  3-year 
average  of  1.0151  by  the  FY  2008  final  market 
basket  percentage  increase  of  1.04,  which 
resulted  in  an  operating  cost  inflation  factor 
of  5.58  percent  or  1.0558.  We  then  divided 
the  operating  cost  inflation  factor  by  the  1- 
year  average  change  in  charges  (1.068570) 
and  applied  an  adjustment  factor  of  0.988  to 
the  operating  CCRs  from  the  PSF. 

We  used  the  same  methodology  for  the 
capital  CCRs  and  determined  the  adjustment 
by  taking  the  percentage  increase  in  the 
capital  costs  per  discharge  from  FY  2006  to 
FY  2007  (1.0502)  from  the  cost  report  and 
dividing  it  by  the  final  capital  market  basket 
increase  from  FY  2007  (1.013).  We  repeated 
this  calculation  for  2  prior  years  to  determine 
the  3 -year  average  of  the  rate  of  adjusted 
change  in  costs  between  the  capital  market 
basket  rate-of-increase  and  the  increase  in 
cost  per  case  from  the  cost  report  (FY  2004 
to  FY  2005  percentage  increase  of  capital 
costs  per  discharge  of  1.0323  divided  by  FY 
2005  final  capital  market  basket  increase  of 
1.009,  FY  2005  to  FY  2006  percentage 
increase  of  capital  costs  per  discharge  of 
1.0464  divided  by  FY  2006  final  capital 
market  basket'increase  of  1.0110).  For  FY 
2010,  we  averaged  the  differentials  calculated 
for  FY  2005,  FY  2006,  and  FY  2007,  which 
resulted  in  a  mean  ratio  of  1.0316.  We 
multiplied  the  3-year  average  of  1.0316  by 
the  FY  2008  final  capital  market  basket 
percentage  increase  of  1.0140,  which  resulted 
in  a  capital  cost  inflation  factor  of  4.61 
percent  or  1.0461.  We  then  divided  the 
capital  cost  inflation  factor  by  the  1-year 
average  change  in  charges  (1.068570)  and 
applied  an  adjustment  factor  of  0.9789  to  the 
capital  CCRs  from  the  PSF.  We  are  using  the 
same  charge  inflation  factor  for  the  capital 
CCRs  that  was  used  for  the  operating  CCRs. 
The  charge  inflation  factor  is  based  on  the 
overall  billed  charges.  Therefore,  we  believe 
it  is  appropriate  to  apply  the  charge  factor  to 
both  the  operating  and  capital  CCRs. 

As  stated  above,  for  FY  2010,  we  applied 
the  final  FY  2010  rates  and  policies  using 
cases  from  the  FY  2008  MedPAR  files  in 
calculating  the  outlier  threshold.  Therefore, 
for  purposes  of  estimating  the  outlier 
threshold  for  FY  2010,  it  is  necessary  to  take 
into  account  the  remaining  projected  case- 
mix  growth  when  calculating  the  outlier  . 
threshold  that  results  in  outlier  payments 
being  5.1  percent  of  total  payments  for  FY 
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2010.  As  discussed  above  and  in  section  II.D. 
of  the  preamble  of  this  final  rule,  our 
actuaries  estimate  that  maintaining  budget 
neutrality  for  changes  in  case-mix  due  to  the 
adoption  of  the  MS-DRGs  requires  an 
adjustment  of  -4.8  percent  to  the  national 
standardized  amount.  For  FY  2008,  our 
estimate  of  the  case-mix  increase  due  to 
documentation  and  coding  in  FY  2008  is  2.5 
percent,  which  is  already  included  within 
the  claims  data  (FY  2008  MedPAR  files)  used 
to  calculate  the  proposed  FY  2010  threshold. 
Based  on  the  updated  data  used  for  this  final 
rule  (the  March  2009  update  to  the  FY  2008 
MedPAR),  even  with  our  assumption  that 
there  will  be  no  continued  changes  in 
documentation  and  coding  in  FY  2009,  we 
now  estimate  that  the  use  of  the  FY  2009 
relative  weights  will  result  in  an  additional 
0.76  percent  case-mix  increase  due  to  the 
documentation  and  coding  effect  in  FY  2009. 
(In  the  proposed  rule,  we  estimated  an 
additional  0.7  percent  case-mix  increase  due 
to  the  documentation  and  coding  effect  in  FY 
2009).  Therefore,  for  this  final  rule,  we  are 
projecting  an  additional  1.54  percent  case- 
mix  growth  to  have  occurred  since  2008  (4.8 
percent  -  2.5  percent  (case-mix  growth  in  FY 
2008)  —0.76  percent  (FY  2009  relative 
weights  effect)  =  1.54  percent).  As  a  result, 
we  inflated  the  FY  2008  claims  data  by  an 
additional  1.54  percent  for  the  additional 
case-mix  growth  projected  to  have  occurred 
since  FY  2008.  If  we  did  not  take  into 
account  the  remaining  1.54  percent  projected 
case-mix  growth,  our  estimate  of  total  FY 
2010  payments  would  be  too  low,  and  as  a 
result,  our  outlier  threshold  would  be  too 
high,  such  that  estimated  outlier  payments 
would  be  less  than  our  projected  5.1  percent 
of  total  payments.  While  we  assume  1.54 
percent  case-mix  growth  for  IPPS  hospitals  in 
our  outlier  threshold  calculations,  as  stated 
above,  we  are  opting  to  postpone  adopting 
documentation  and  coding  adjustments  as 
authorized  under  section  7(a)  of  Public  Law 
110-90  and  section  1886(d)(3)(A)(vi)  of  the 
Act  until  a  full  analysis  of  FY  2009  case-mix 
changes  can  be  completed.  Therefore,  the  FY 
2010  national  standardized  amounts  used  to 
calculate  the  final  outlier  threshold  reflect 
the  cumulative  adjustment  of  — 1.5  percent 
(from  FY  2008  and  FY  2009)  with  no  further 
documentation  and  coding  adjustment  for  FY 
2010. 

Using  this  methodology,  we  calculated  a 
final  outlier  fixed-loss  cost  threshold  for  FY 
2010  equal  to  the  prospective  payment  rate 
for  the  DRG,  plus  any  IME  and  DSH 
payments,  and  any  add-on  payments  for  new 
technology,  plus  $23,140.  With  this 
threshold,  we  project  that  outlier  payments 
will  equal  5.1  percent  of  total  IPPS  payments. 

As  we  stated  above  and  as  we  established 
the  FY  2009  outlier  threshold  (72  FR  47419), 
in  our  projection  of  FY  2010  outlier 
payments,  we  are  not  making  any 
adjustments  for  the  possibility  that  hospitals’ 
CCRs  and  outlier  payments  may  be 
reconciled  upon  cost  report  settlement.  We 
continue  to  believe  that,  due  to  the  policy 
implemented  in  the  outlier  final  rule  (68  FR 
34494,  June  9,  2003),  CCRs  will  no  longer 
fluctuate  significantly  and,  therefore,  few 
hospitals  will  actually  have  these  ratios 
reconciled  upon  cost  report  settlement.  In 


addition,  it  is  difficult  to  predict  the  specific 
hospitals  that  will  have  CCRs  and  outlier 
payments  reconciled  in  any  given  year.  We 
also  noted  that  reconciliation  occurs  because 
hospitals’  actual  CCRs  for  the  cost  reporting 
period  are  different  than  the  interim  CCRs 
used  to  calculate  outlier  payments  when  a 
bill  is  processed.  Our  simulations  assume 
that  CCRs  accurately  measure  hospital  costs 
based  on  information  available  to  us  at  the 
time  we  set  the  outlier  threshold.  For  these 
reasons,  we  are  not  making  any  assumptions 
about  the  effects  of  reconciliation  on  the 
outlier  threshold  calculation. 

We  also  note  that  the  final  threshold  for  FY 
2010  is  lower  than  the  FY  2010  proposed 
outlier  threshold.  As  stated  above,  we  are 
opting  to  postpone  adopting  documentation 
and  coding  adjustments  as  authorized  under 
section  7(a)  of  Public  Law  110-90  and 
section  1886(d)(3)(A)(vi)  of  the  Act  until  a 
full  analysis  of  FY  2009  case-mix  changes 
can  be  completed.  Because  we  are  not  further 
reducing  the  standardized  amount  for 
documentation  and  coding  in  FY  2010,  fewer 
cases  will  qualify  for  outlier  payments  thus 
requiring  us  to  lower  the  threshold  from  the 
proposed  rule  to  this  final  rule. 

(2)  Other  Changes  Concerning  Outliers 

As  stated  in  the  FY  1994  IPPS  final  rule  (58 
FR  46348),  we  establish  an  outlier  threshold 
that  is  applicable  to  both  hospital  inpatient 
operating  costs  and  hospital  inpatient 
capital-related  costs.  When  we  modeled  the 
combined  operating  ai\d  capital  outlier 
payments,  we  found  that  using  a  common 
threshold  resulted  in  a  lower  percentage  of 
outlier  payments  for  capital-related  costs 
than  for  operating  costs.  We  project  that  the 
thresholds  for  FY  2010  will  result  in  outlier 
payments  that  will  equal  5.1  percent  of 
operating  DRG  payments  and  5.2  percent  of 
capital  payments  based  on  the  Federal  rate. 

In  accordance  with  section  1886(d)(3)(B)  of 
the  Act,  we  are  reducing  the  FY  2010 
standardized  amount  by  the  same  percentage 
to  account  for  the  projected  proportion  of 
payments  paid  as  outliers. 

The  outlier  adjustment  factors  that  will  be 
applied  to  the  standardized  amount  for  the 
FY  2010  outlier  threshold  are  as  follows: 


Operating 

standard¬ 

ized 

amounts 

Capital 

Federal 

rate 

National . 

0.948994 

0.947689 

Puerto  Rico . 

0.957524 

0.935958 

We  are  applying  the  outlier  adjustment 
factors  to  the  FY  2010  rates  after  removing 
the  effects  of  the  FY  2009  outlier  adjustment 
factors  on  the  standardized  amount. 

To  determine  whether  a  case  qualifies  for 
outlier  payments,  we  apply  hospital-specific 
CCRs  to  the  total  covered  charges  for  the 
case.  Estimated  operating  and  capital  costs 
for  the  case  are  calculated  separately  by 
applying  separate  operating  and  capital 
CCRs.  These  costs  are  then  combined  and 
compared  with  the  outlier  fixed-loss  cost 
threshold. 

The  June  9,  2003  outlier  final  rule  (68  FR 
34494)  eliminated  the  application  of  the 
statewide  average  CCRs  for  hospitals  with 


CCRs  that  fell  below  3  standard  deviations 
from  the  national  mean  CCR.  However,  for 
those  hospitals  for  which  the  fiscal 
intermediary  or  MAC  computes  operating 
CCRs  greater  than  1.179  or  capital  CCRs 
greater  than  0.148,  or  hospitals  for  whom  the 
fiscal  intermediary  or  MAC  is  unable  to 
calculate  a  CCR  (as  described  at  §412.84(i)(3) 
of  our  regulations),  we  still  use  statewide 
average  CCRs  to  determine  whether  a 
hospital  qualifies  for  outlier  payments.13 
Table  8A  in  this  Addendum  contains  the 
statewide  average  operating  CCRs  for  urban 
hospitals  and  for  rural  hospitals  for  which 
the  fiscal  intermediary  or  MAC  is  unable  to 
compute  a  hospital-specific  CCR  within  the 
above  range.  Effective  for  discharges 
occurring  on  or  after  October  1,  2009,  these 
statewide  average  ratios  will  replace  the 
ratios  published  in  the  IPPS  final  rule  for  FY 
2009  (73  FR  48994  through  48995).  Table  8B 
in  this  Addendum  contains  the  comparable 
statewide  average  capital  CCRs.  Again,  the 
CCRs  in  Tables  8A  and  8B  will  be  used 
during  FY  2010  when  hospital-specific  CCRs 
based  on  the  latest  settled  cost  report  are 
either  not  available  or  are  outside  the  range 
noted  above.  For  an  explanation  of  Table  8C, 
we  refer  readers  to  section  V.  of  this 
Addendum. 

We  finally  note  that  we  published  a 
manual  update  (Change  Request  3966)  to  our 
outlier  policy  on  October  12,  2005,  which 
updated  Chapter  3,  Section  20.1.2  of  the 
Medicare  Claims  Processing  Manual.  The 
manual  update  covered  an  array  of  topics, 
including  CCRs,  reconciliation,  and  the  time 
value  of  money.  We  encourage  hospitals  that 
are  assigned  the  statewide  average  operating 
and/or  capital  CCRs  to  work  with  their  fiscal 
intermediary  or  MAC  on  a  possible 
alternative  operating  and/or  capital  CCR  as 
explained  in  Change  Request  3966.  Use  of  an 
alternative  CCR  developed  by  the  hospital  in 
conjunction  with  the  fiscal  intermediary  or 
MAC  can  avoid  possible  overpayments  or 
underpayments  at  cost  report  settlement, 
thus  ensuring  better  accuracy  when  making 
outlier  payments  and  negating  the  need  for 
outlier  reconciliation.  We  also  note  that  a 
hospital  may  request  an  alternative  operating 
or  capital  CCR  ratio  at  any  time  as  long  as 
the  guidelines  of  Change  Request  3966  are 
followed.  To  download  and  view  the  manual 
instructions  on  outlier  and  CCRs,  we  refer 
readers  to  CMS  Web  site:  http:// 
www.cms.hhs.gov/manuals/downloads/ 
clml04c03.pdf. 

(3)  FY  2008  and  FY  2009  Outlier  Payments 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48766),  we  stated  that,  based  on  available 
data,  we  estimated  that  actual  FY  2008 
outlier  payments  would  be  approximately  4.7 
percent  of  actual  total  DRG  payments.  This 
estimate  was  computed  based  on  simulations 
using  the  FY  2007  MedPAR  file  (discharge 
data  for  FY  2007  claims).  That  is,  the 
estimate  of  actual  outlier  payments  did  not 
reflect  actual  FY  2008  claims,  but  instead 
reflected  the  application  of  FY  2008  rates  and 
policies  to  available  FY  2007  claims. 


13  These  figures  represent  3.0  standard  deviations 
from  the  mean  of  the  log  distribution  of  CCRs  for 
all  hospitals. 
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Our  current  estimate,  using  available  FY 
2008  claims  data,  is  that  actual  outlier 
payments  for  FY  2008  were  approximately 
4.8  percent  of  actual  total  DRG  payments. 
Thus,  the  data  indicate  that,  for  FY  2008,  the 
percentage  of  actual  outlier  payments  relative 
to  actual  total  payments  is  higher  than  we 
projected  before  FY  2008.  Consistent  with  the 
policy  and  statutory  interpretation  we  have 
maintained  since  the  inception  of  the  IPPS, 
we  do  not  plan  to  make  retroactive 
adjustments  to  outlier  payments  to  ensure 
that  total  outlier  payments  for  FY  2008  are 
equal  to  5.1  percent  of  total  DRG  payments. 

We  currently  estimate  that  actual  outlier 
payments  for  FY  2009  will  be  approximately 
5.4  percent  of  actual  total  DRG  payments,  0.3 
percentage  points  higher  than  the  5.1  percent 
we  projected  in  setting  the  outlier  policies  for 
FY  2009.  This  estimate  is  based  on 
simulations  using  the  FY  2008  MedPAR  file 
(discharge  data  for  FY  2008  claims).  We  used 
these  data  to  calculate  an  estimate  of  the 
actual  outlier  percentage  for  FY  2009  by 
applying  FY  2009  rates  and  policies, 
including  an  outlier  threshold  of  $20,045  to 
available  FY  2008  claims. 

Comment:  One  commenter  simulated  CMS’ 
estimate  of  the  FY  2008  outlier  payment  and 
determined  an  outlier  payment  percentage  of 
4.57  percent.  The  commenter  noted  that  it  is 
has  consistently  determined  different  actual 
outlier  payout  percentages  for  the  last  couple 
of  years.  The  commenter  requested  that  CMS 
revisit  its  calculations  and  publish  an 
explanation  to  explain  the  discrepancy  in  FY 
2008. 

Response:  We  are  not  sure  why  there  is  a 
discrepancy  between  our  estimate  of  the  FY 
2008  outlier  payment  and  the  commenter’s 
estimate  of  the  FY  2008  outlier  payment. 
Perhaps  the  commenter  used  different  data 
trims  than  we  used  when  computing  the  FY 
2008  outlier  estimate.  Without  knowing  the 
specifics  of  how  the  commenter  computed 
their  estimate,  it  is  possible  that  CMS  and  the 
commenter  can  reach  two  different  estimates. 
We  invite  the  commenter  to  share  its  analysis 
in  detail  with  us  so  we  can  distinguish  any 
differences  between  CMS’  calculation  of  the 
outlier  estimate  and  the  commenter’s 
calculation  of  the  outlier  estimate, 
f.  Rural  Community  Hospital  Demonstration 
Program  Adjustment  (Section  410A  of  Pub.  L. 
108-173) 

Section  410A  of  Public  Law  108-173 
requires  the  Secretary  to  establish  a 
demonstration  that  will  modify 
reimbursement  for  inpatient  services  for  up 
to  15  small  rural  hospitals.  Section 
410A(c)(2)  of  Public  Law  108-173  requires 
that  “[i)n  conducting  the  demonstration 
program  under  this  section,  the  Secretary 
shall  ensure  that  the  aggregate  payments 
made  by  the  Secretary  do  not  exceed  the 
amount  which  the  Secretary  would  have  paid 
if  the  demonstration  program  under  this 
section  was  not  implemented.”  As  discussed 


in  section  V.I.  of  the  preamble  of  this  final 
rule,  we  have  satisfied  this  requirement  by 
making  an  adjustment  to  the  national  IPPS 
rates  by  a  factor  that  is  sufficient  to  account 
for  the  added  costs  of  this  demonstration.  We 
estimate  that  the  average  additional  annual 
payment  that  will  be  made  to  each 
participating  hospital  under  the 
demonstration  will  be  approximately 
$1,371,023.  We  based  this  estimate  on  the 
recent  historical  experience  of  the  difference 
between  inpatient  cost  and  payment  for 
hospitals  that  are  participating  in  the 
demonstration  program.  For  11  participating 
hospitals,  the  projected  total  annual  impact 
of  the  demonstration  program  for  FY  2010  is 
$15,081,251.  In  addition,  because  the  cost 
reports  of  all  hospitals  participating  in  the 
demonstration  in  its  first  and  second  years 
(that  is,  FY  2005  and  FY  2006)  have  been 
finalized,  we  are  able  to  determine  how 
much  the  cost  of  the  demonstration  program 
exceeded  the  amount  that  was  offset  by  the 
budget  neutrality  adjustment  for  FY  2005  and 
FY  2006.  For  all  13  hospitals  that 
participated  in  the  demonstration  in  FY 
2005,  the  amount  is  $7,856,617.  For  the  10 
hospitals  that  participated  in  the 
demonstration  in  FY  2006,  the  amount  is 
$4,203,947.  Therefore,  the  projected  total 
annual  impact  of  the  demonstration  program 
for  FY  2010  is  $27,141,815.  The  budget 
neutrality  adjustment  factor  applied  to  the 
Federal  rate  to  calculate  Medicare  inpatient 
prospective  payments  as  a  result  of  the 
demonstration  is  0.999739. 

In  order  to  achieve  budget  neutrality,  we 
are  adjusting  the  national  IPPS  rates  by  an 
amount  sufficient  to  account  for  the  added 
costs  of  this  demonstration.  In  other  words, 
we  are  applying  budget  neutrality  across  the 
payment  system  as  a  whole  rather  than 
merely  across  the  participants  of  this 
demonstration,  consistent  with  past  practice. 
We  believe  that  the  language  of  the  statutory 
budget  neutrality  requirement  permits  the 
agency  to  implement  the  budget  neutrality 
provision  in  this  manner.  The  statutory 
language  requires  that  “aggregate  payments 
made  by  the  Secretary  do  not  exceed  the 
amount  which  the  Secretary  would  have  paid 
if  the  demonstration  *  *  *  was  not 
implemented,”  but  does  not  identify  the 
range  across  which  aggregate  payments  must 
be  held  equal. 

5.  FY  2010  Standardized  Amount 

The  adjusted  standardized  amount  is 
divided  into  labor-related  and  nonlabor- 
related  portions.  Tables  1A  and  IB  of  this 
Addendum  contain  the  national  standardized 
amounts  that  we  are  applying  to  all  hospitals, 
except  hospitals  located  in  Puerto  Rico,  for 
FY  2010.  The  Puerto  Rico-specific  amounts 
are  shown  in  Table  1C  of  this  Addendum. 
The  amounts  shown  in  Tables  1A  and  IB 
differ  only  in  that  the  labor-related  share 
applied  to  the  standardized  amounts  in  Table 
1A  is  the  revised  labor-related  share  of  68.8 


percent,  and  Table  IB  is  62  percent.  In 
accordance  with  sections  1886(d)(3)(E)  and 
1886(d)(9)(C)(iv)  of  the  Act,  we  are  applying 
a  labor-related  share  of  62  percent,  unless 
application  of  that  percentage  would  result  in 
lower  payments  to  a  hospital  than  would 
otherwise  be  made.  In  effect,  the  statutory 
provision  means  that  we  will  apply  a  labor- 
related  share  of  62  percent  for  all  hospitals 
(other  than  those  in  Puerto  Rico)  whose  wage 
indices  are  less  than  or  equal  to  1.0000. 

In  addition,  Tables  1A  and  IB  include 
standardized  amounts  reflecting  the  full  2.1 
percent  update  for  FY  2010,  and  the 
standardized  amounts  reflecting  the  2.0 
percentage  point  reduction  to  the  update  (a 
0.1  percent  update)  applicable  for  hospitals 
that  fail  to  submit  quality  data  consistent 
with  section  1886(b)(3)(B)(viii)  of  the  Act. 

Under  section  1886(d)(9)(A)(ii)  of  the  Act, 
the  Federal  portion  of  the  Puerto  Rico 
payment  rate  is  based  omthe  discharge- 
weighted  average  of  the  national  large  urban 
standardized  amount  (this  amount  is  set  forth 
in  Table  1A).  The  labor-related  and  nonlabor- 
related  portions  of  the  national  average 
standardized  amounts  for  Puerto  Rico 
hospitals  for  FY  2010  are  set  forth  in  Table 
1C  of  this  Addendum.  This  table  also 
includes  the  Puerto  Rico  standardized 
amounts.  The  labor-related  share  applied  to 
the  Puerto  Rico  specific  standardized  amount 
is  the  labor-related  share  of  62.1  percent,  or 
62  percent,  depending  on  which  provides 
higher  payments  to  the  hospital.  (Section 
1886(d)(9)(C)(iv)  of  the  Act,  as  amended  by 
section  403(b)  of  Pub.  L.  108-173,  provides 
that  the  labor-related  share  for  hospitals 
located  in  Puerto  Rico  be  62  percent,  unless 
the  application  of  that  percentage  would 
result  in  lower  payments  to  the  hospital.) 

The  following  table  illustrates  the  changes 
from  the  FY  2009  national  standardized 
amount.  The  second  column  shows  the 
changes  from  the  FY  2009  standardized 
amounts  for  hospitals  that  satisfy  the  quality 
data  submission  requirement  for  receiving 
the  full  update  (2.1  percent).  The  third 
column  shows  the  changes  for  hospitals 
receiving  the  reduced  update  (0.1  percent). 
The  first  row  of  the  table  shows  the  updated 
(through  FY  2009)  average  standardized 
amount  after  restoring  the  FY  2008  offsets  for 
outlier  payments,  demonstration  budget 
neutrality  and  the  geographic  reclassification 
budget  neutrality.  The  DRG  reclassification 
and  recalibration  wage  index  budget 
neutrality  factors  are  cumulative.  Therefore, 
the  FY  2009  factor  is  not  removed  from  this 
table.  Additionally,  the  documentation  and 
coding  adjustments  for  FY  2008  and  FY  2009 
are  cumulative.  Therefore,  the  FY  2008  and 
FY  2009  adjustment  factors  are  not  removed 
from  this  table.  We  also  have  added  separate 
rows  to  this  table  to  reflect  the  different 
labor-relatei  shares  that  apply  to  hospitals. 
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Comparison  of  FY  2009  Standardized  Amounts  to  the  FY  2010  Standardized  Amount  With  Full  and  Reduced 

Update 


Full  update  (2.1  per- 
■  cent);  wage  index  is 
greater  than  1 .0000 

Full  update  (2.1  per¬ 
cent);  wage  index  is 
less  than  or  equal  to 
1.0000 

Reduced  update  (0.1 
percent);  wage  index 
is  greater  than  1 .0000 

Reduced  update  (0.1 
percent);  wage  index 
is  less  than  or  equal 
to  1.0000 

FY  2009  Base  Rate,  after  removing  geo- 

Labor:  $3,748.52  . 

Labor:  $3,378.40  . 

Labor:  $3,748.52  . 

Labor:  $3,378.03. 

graphic  reclassification  budget  neutrality, 
demonstration  budget  neutrality  and  outlier 
offset  (based  on  the  labor-related  share 
percentage  for  FY  2010). 

Nonlabor:  $1,699.91  .. 

. 

Nonlabor:  $2,070.40  .. 

Nonlabor:  $1 ,699.91  .. 

Nonlabor:  $2,070.40. 

FY  2010  Update  Factor,.. . 

1.021  . 

1.021  . 

1.001  . 

1.001. 

FY  2010  DRG  Recalibration  and  Wage  Index 
Budget  Neutrality  Factor. 

0.998347  . 

0.998347  . 

0.998347  . 

0.998347. 

FY  2010  Reclassification  Budget  Neutrality 
Factor. 

0.991297  . 

0.991297  . . . 

0.991297  . 

0.991297. 

FY  2010  Outlier  Factor . 

0.948994  . 

0.948994  . 

0.948994  . 

0.948994 

Rural  Demonstration  Budget  Neutrality  Fac¬ 
tor. 

Rate  for  FY  2010 . 

0.999739  . 

0.999739  . . 

0.999739  . 

0.999739. 

Labor:  $3,593.52  . 

Nonlabor:  $1,629.62  .. 

Labor:  $3,238.35  . 

Nonlabor:  $1,984.79  .. 

Labor:  $3,523.13  . 

Nonlabor:  $1,597.70  .. 

Labor:  $3,174.91. 
Nonlabor:  $1,945.92. 

Under  section  1886(d)(9)(A)(ii)  of  the  Act, 
the  Federal  portion  of  the  Puerto  Rico 
payment  rate  is  based  on  the  discharge- 
weighted  average  of  the  national 
standardized  amount  (as  set  forth  in  Table  1A 
of  this  Addendum).  The  labor-related  and 
nonlabor-related  portions  of  the  national 
average  standardized  amounts  for  Puerto 
Rico  hospitals  are  set  forth  in  Table  1C  of  this 
Addendum.  This  table  also  includes  the 
Puerto  Rico  standardized  amounts.  The 
labor-related  share  applied  to  the  Puerto  Rico 
standardized  amount  is  62.1  percent,  or  62 
percent,  depending  on  which  results  in 
higher  payments  to  the  hospital.  (Section 
1886(d)(9)(C)(iv)  of  the  Act,  as  amended  by 
section  403(b)  of  Pub.  L.  108-173,  provides 
that  the  labor-related  share  for  hospitals  in 
Puerto  Rico  will  be  62  percent,  unless  the 
application  of  that  percentage  would  result  in 
lower  payments  to  the  hospital.) 


Table  of  Cost-of-Living  Adjustment  Factors:  Alaska  and  Hawaii  Hospitals 


Cost  of  living 

Area 

adjustment 

factor 

I  XU 

1.23 

1.23 

1.25 


1.25 
1.18 

1.25 

1.25 

(The  above  factors  are  based  on  data  obtained  from  the  U.S.  Office  of  Personnel  Management  Web  site  at:  http://www.opm.gov/oca/cola/ 
rates.asp.) 

C.  MS-DRG  Relative  Weights  in  each  MS-DRG  relative  to  Medicare  cases  explained  in  section  II.  of  the  preamble  of 

As  discussed  in  section  II.H.  of  the  in  other  MS— DRGs.  Table  5  of  this  this  final  rule, 

preamble  of  this  final  rule,  we  have  Addendum  contains  the  relative  weights  that 

developed  relative  weights  for  each  MS-DRG  we  will  apply  to  discharges  occurring  in  FY 
that  reflect  the  resource  utilization  of  cases  2010.  These  factors  have  been  recalibrated  as 


Alaska: 

City  of  Anchorage  and  80-kilometer  (50-mile)  radius  by  road 
City  of  Fairbanks  and  80-kilometer  (50-mile)  radius  by  road 
City  of  Juneau  and  80-kilometer  (50-mile)  radius  by  road  .... 

Rest  of  Alaska  . . . . 

Hawaii: 

City  and  County  of  Honolulu  . 

County  of  Hawaii  . 

County  of  Kauai . 

County  of  Maui  and  County  of  Kalawao  . 


B.  Adjustments  for  Area  Wage  Levels  and 
Cost-of-Living 

Tables  1A  through  1C,  as  set  forth  in  this 
Addendum,  contain  the  labor-related  and 
nonlabor-related  shares  that  we  are  using  to 
calculate  the  prospective  payment  rates  for 
hospitals  located  in  the  50  States,  the  District 
of  Columbia,  and  Puerto  Rico  for  FY  2010. 
This  section  addresses  two  types  of 
adjustments  to  the  standardized  amounts  that 
are  made  in  determining  the  proposed 
prospective  payment  rates  as  described  in 
this  Addendum. 

1.  Adjustment  for  Area  Wage  Levels 

Sections  1886(d)(3)(E)  and 
1886(d)(9)(C)(iv)  of  the  Act  require  that  we 
make  an  adjustment  to  the  labor-related 
portion  of  the  national  and  Puerto  Rico 
prospective  payment  rates,  respectively,  to 
account  for  area  differences  in  hospital  wage 
levels.  This  adjustment  is  made  by 
multiplying  the  labor-related  portion  of  the 
adjusted  standardized  amounts  by  the 


appropriate  wage  index  for  the  area  in  which 
the  hospital  is  located.  In  section  III.  of  the 
preamble  of  this  final  rule,  we  discuss  the 
data  and  methodology  for  the  FY  2010  wage 
index. 

2.  Adjustment  for  Cost-of-Living  in  Alaska 
and  Hawaii 

Section  1886(d)(5)(H)  of  the  Act  authorizes 
the  Secretary  to  make  an  adjustment  to  take 
into  account  the  unique  circumstances  of 
hospitals  in  Alaska  and  Hawaii.  Higher  labor- 
related  costs  for  these  two  States  are  taken 
into  account  in  the  adjustment  for  area  wages 
described  above.  For  FY  2010,  we  are 
adjusting  the  payments  for  hospitals  in 
Alaska  and  Hawaii  by  multiplying  the 
nonlabor-related  portion  of  the  standardized 
amount  by  the  applicable  adjustment  factor 
contained  in  the  table  below.  These  factors 
were  obtained  from  the  U.S.  Office  of 
Personnel  Management  (OPM)  and  are 
currently  also  used  under  the  IPPS. 
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D.  Calculation  of  the  Prospective  Payment 
Rates 

General  Formula  for  Calculation  of  the 
Prospective  Payment  Rates  for  FY  2010 

In  general,  the  operating  prospective 
payment  rate  for  all  hospitals  paid  under  the 
IPPS  located  outside  of  Puerto  Rico,  except 
SCHs  and  MDHs,  for  FY  2010  equals  the 
Federal  rate. 

Currently,  SCHs  are  paid  based  on 
whichever  of  the  following  fates  yields  the 
greatest  aggregate  payment:  the  Federal 
national  rate;  the  updated  hospital-specific 
rate  based  on  FY  1982  costs  per  discharge; 
the  updated  hospital-specific  rate  based  on 
FY  1987  costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1996  costs 
per  discharge;  or  for  cost  reporting  periods 
beginning  on  or  after  January  1,  2009,  the 
updated  hospital-specific  rate  based  on  the 
FY  2006  costs  per  discharge  to  determine  the 
rate  that  yields  the  greatest  aggregate 
payment. 

The  prospective  payment  rate  for  SCHs  for 
FY  2010  equals  the  higher  of  the  applicable 
Federal  rate,  or  the  hospital-specific  rate  as 
described  below.  The  prospective  payment 
rate  for  MDHs  for  FY  2010  equals  the  higher 
of  the  Federal  rate,  or  the  Federal  rate  plUs 
75  percent  of  the  difference  between  the 
Federal  rate  and  the  hospital-specific  rate  as 
described  below.  The  prospective  payment 
rate  for  hospitals  located  in  Puerto  Rico  for 
FY  2010  equals  25  percent  of  the  Puerto  Rico 
rate  plus  75  percent  of  the  applicable 
national  rate. 

1.  Federal  Rate 

The  Federal  rate  is  determined  as  follows: 

Step  1 — Select  the  applicable  average 
standardized  amount  depending  on  whether 
the  hospital  submitted  qualifying  quality  data 
(full  update  for  qualifying  hospitals,  update 
minus  2.0  percentage  points  for 
nonqualifying  hospitals). 

Step  2 — Multiply  the  labor-related  portion 
of  the  standardized  amount  by  the  applicable 
wage  index  for  the  geographic  area  in  which 
the  hospital  is  located  or  the  area  to  which 
the  hospital  is  reclassified. 

Step  3 — For  hospitals  in  Alaska  and 
Hawaii,  multiply  the  nonlabor-related 
portion  of  the  standardized  amount  by  the 
applicable  cost-of-living  adjustment  factor. 

Step  4 — Add  the  amount  from  Step  2  and 
the  nonlabor-related  portion  of  the 
standardized  amount  (adjusted,  if  applicable, 
under  Step  3). 

Step  5 — Multiply  the  final  amount  from 
Step  4  by  the  relative  weight  corresponding 
to  the  applicable  MS-DRG  (see  Table  5  of 
this  Addendum). 

The  Federal  rate  as  determined  in  Step  5 
may  then  be  further  adjusted  if  the  hospital 
qualifies  for  either  the  IME  or  DSH 
adjustment.  In  addition,  for  hospitals  that 
qualify  for  a  low-volume  payment  adjustment 
under  section  1886(d)(12)  of  the  Act  and  42 
CFR  412.101(b),  the  payment  in  Step  5  would 
be  increased  by  25  percent. 

2.  Hospital-Specific  Rate  (Applicable  Only  to 
SCHs  and  MDHs) 

a.  Calculation  of  Hospital-Specific  Rate 

Section  1886(b)(3)(C)  of  the  Act  provides 
that,  for  cost  reporting  periods  beginning 


prior  to  January  1 ,  2009,  SCHs  are  paid  based 
on  whichever  of  the  following  rates  yields 
the  greatest  aggregate  payment:  the  Federal 
rate;  the  updated  hospital-specific  rate  based 
on  FY  1982  costs  per  discharge;  the  updated 
hospital-specific  rate  based  on  FY  1987  costs 
per  discharge;  the  updated  hospital-specific 
rate  based  on  FY  1996  costs  per  discharge;  or 
for  cost  reporting  periods  beginning  on  or 
after  January  1,  2009,  the  updated  hospital- 
specific  rate  based  on  the  FY  2006  costs  per 
discharge  to  determine  the  rate  that  yields 
the  greatest  aggregate  payment. 

As  discussed  previously,  we  are  required 
to  rebase  MDHs  hospital-specific  rates  to 
their  FY  2002  cost  reports  if  doing  so  results' 
in  higher  payments.  In  addition,  effective  for 
discharges  occurring  on  or  after  October  1, 
2006,  MDHs  are  to  be  paid  based  on  the 
Federal  national  rate  or,  if  higher,  the  Federal 
national  rate  plus  75  percent  (changed  from 
50  percent)  of  the  difference  between  the 
Federal  national  rate  and  the  greater  of  the 
updated  hospital-specific  rates  based  on 
either  FY  1982,  FY  1987  or  FY  2002  costs  per 
discharge.  Further,  MDHs  are  no  longer 
subject  to  the  12-percent  cap  on  their  DSH 
payment  adjustment  factor. 

Hospital-specific  rates  have  been 
determined  for  each  of  these  hospitals  based 
on  the  FY  1982  costs  per  discharge,  the  FY 
1987  costs  per  discharge,  or,  for  SCHs,  the  FY 
1996  costs  per  discharge  or  the  FY  2006  costs 
per  discharge,  and  for  MDHs,  the  FY  2002 
cost  per  discharge.  For  a  more  detailed 
discussion  of  the  calculation  of  the  hospital- 
specific  rates,  we  refer  the  reader  to  the  FY 
1984  IPPS  interim  final  rule  (48  FR  39772); 
the  April  20, 1990  final  rule  with  comment 
period  (55  FR  15150);  the  FY  1991  IPPS  final 
rule  (55  FR  35994);  and  the  FY  2001  IPPS 
final  rule  (65  FR  47082).  In  addition,  for  both 
SCHs  and  MDHs,  the  hospital-specific  rate  is 
adjusted  by  the  budget  neutrality  adjustment 
factor  as  discussed  in  section  III.  of  this 
Addendum.  The  resulting  rate  will  be  used 
in  determining  the  payment  rate  an  SCH  or 
MDH  will  receive  for  its  discharges  beginning 
on  or  after  October  1,  2009. 
b.  Updating  the  FY  1982,  FY  1987,  FY  1996, 
FY  2002,  and  FY  2006  Hospital-Specific 
Rates  for  FY  2010 

We  are  increasing  the  hospital-specific 
rates  by  2.1  percent  (the  hospital  market 
basket  percentage  increase)  for  FY  2010  for 
those  SCHs  and  MDHs  that  submit  qualifying 
quality  data  and  by  0.1  percent  for  SCHs  and 
MDHs  that  fail  to  submit  qualifying  quality 
data.  Section  1886(b)(3)(C)(iv)  of  the  Act 
provides  that  the  update  factor  applicable  to 
the  hospital-specific  rates  for  SCHs  is  equal 
to  the  update  factor  provided  under  section 
1886(b)(3)(B)(iv)  of  the  Act,  which,  for  SCHs 
in  FY  2009,  is  the  market  basket  percentage 
increase  for  hospitals  that  submit  qualifying 
quality  data  and  the  market  basket  percentage 
increase  minus  2  percent  for  hospitals  that 
fail  to  submit  qualifying  quality  data.  Section 
1886(b)(3)(D)  of  the  Act  provides  that  the 
update  factor  applicable  to  the  hospital- 
specific  rates  for  MDHs  also  equals  the 
update  factor  provided  for  under  section 
1886(b)(3)(B)(iv)  of  the  Act,  which,  for  FY 
2009,  is  the  market  basket  percentage 
increase  for  hospitals  that  submit  qualifying 
quality  data  and  the  market  basket  percentage 


increase  minus  2  percent  for  hospitals  that 
fail  to  submit  qualifying  quality  data. 

3.  General  Formula  for  Calculation  of 
Prospective  Payment  Rates  for  Hospitals 
Located  in  Puerto  Rico  Beginning  On  or  After 
October  1,  2009,  and  Before  October  1,  2010 

Section  1886(d)(9)(E)(iv)  of  the  Act 
provides  that,  effective  for  discharges 
occurring  on  or  after  October  1,  2004, 
hospitals  located  in  Puerto  Rico  are  paid 
based  on  a  blend  of  75  percent  of  the  national 
prospective  payment  rate  and  25  percent  of 
the  Puerto  Rico-specific  rate. 

a.  Puerto  Rico  Rate 

The  Puerto  Rico  prospective  payment  rate 
is  determined  as  follows: 

Step  1 — Select  the  applicable  average 
standardized  amount  considering  the 
applicable  wage  index  (Table  1C  of  this 
Addendum). 

Step  2 — Multiply  the  labor-related  portion 
of  the  standardized  amount  by  the  applicable 
Puerto  Rico-specific  wage  index. 

Step  3 — Add  the  amount  from  Step  2  and 
the  nonlabor-related  portion  of  the 
standardized  amount. 

Step  '4 — Multiply  the  amount  from  Step  3 
by'Ehe  applicable  MS-DRG  relative  weight 
(Table  5  of  this  Addendum). 

Step  5 — Multiply  the  result  in  Step  4  by  25 
percent. 

b.  National  Rate 

The  national  prospective  payment  rate  is 
determined  as  follows: 

Step  1 — Select  the  applicable  average 
standardized  amount. 

Step  2 — Multiply  the  labor-related  portion 
of  the  standardized  amount  by  the  applicable 
wage  index  for  the  geographic  area  in  which 
the  hospital  is  located  or  the  area  to  which 
the  hospital  is  reclassified. 

Step  3 — Add  the  amount  from  Step  2  and 
the  nonlabor-related  portion  of  the  national 
average  standardized  amount. 

Step  4 — Multiply  the  amount  from  Step  3 
by  the  applicable  MS-DRG  relative  weight 
(Table  5  of  this  Addendum). 

Step  5 — Multiply  the  result  in  Step  4  by  75 
percent. 

The  sum  of  the  Puerto  Rico  rate  and  the 
national  rate  computed  above  equals  the 
prospective  payment  for  a  given  discharge  for 
a  hospital  located  in  Puerto  Rico.  This  rate 
would  then  be  further  adjusted  if  the  hospital 
qualifies  for  either  the  IME  or  DSH 
adjustment. 

HI.  Changes  to  Payment  Rates  for  Acute  Care 
Hospital  Inpatient  Capital-Related  Costs  for 
FY  2010 

The  PPS  for  acute  care  hospital  inpatient 
capital-related  costs  was  implemented  for 
cost  reporting  periods  beginning  on  or  after 
October  1, 1991.  Effective  with  that  cost 
reporting  period,  hospitals  were  paid  during 
a  10-year  transition  period  (which  extended 
through  FY  2001)  to  change  the  payment 
methodology  for  Medicare  acute  care  hospital 
inpatient  capital-related  costs  from  a 
reasonable  cost-based  methodology  to  a 
prospective  methodology  (based  fully  on  the 
Federal  rate). 

The  basic  methodology  for  determining 
Federal  capital  prospective  rates  is  set  forth 
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in  the  regulations  at  42  CFR  412.308  through 
412.352.  Below  we  discuss  the  factors  that 
we  used  to  determine  the  capital  Federal  rate 
for  FY  2010,  which  will  be  effective  for 
discharges  occurring  on  or  after  October  1, 
2009. 

The  10-year  transition  period  ended  with 
hospital  cost  reporting  periods  beginning  on 
or  after  October  1,  2001  (FY  2002).  Therefore, 
for  cost  reporting  periods  beginning  in  FY 
2002,  all  hospitals  (except  “new”  hospitals 
under  §  412.304(c)(2))  are  paid  based  on  the 
capital  Federal  rate.  For  FY  1992,  we 
computed  the  standard  Federal  payment  rate 
for  capital-related  costs  under  the  IPPS  by 
updating  the  FY  1989  Medicare  inpatient 
capital  cost  per  case  by  an  actuarial  estimate 
of  the  increase  in  Medicare  inpatient  capital 
costs  per  case.  Each  year  after  FY  1992,  we 
update  the  capital  standard  Federal  rate,  as 
provided  at  §  412.308(c)(1),  to  account  for 
capital  input  price  increases  and  other 
factors.  The  regulations  at  §  412.308(c)(2) 
provide  that  the  capital  Federal  rate  be 
adjusted  annually  by  a  factor  equal  to  the 
estimated  proportion  of  outlier  payments 
under  the  capital  Federal  rate  to  total  capital 
payments  under  the  capital  Federal  rate.  In 
addition,  §  412.308(c)(3)  requires  that  the 
capital  Federal  rate  be  reduced  by  an 
adjustment  factor  equal  to  the  estimated 
proportion  of  payments  for  (regular  and 
special)  exceptions  under  §412.348.  Section 
412.308(c)(4)(h)  requires  that  the  capital 
standard  Federal  rate  be  adjusted  so  that  the 
effects  of  the  annual  DRG  reclassification  and 
the  recalibration  of  DRG  weights  and  changes 
in  the  geographic  adjustment  factor  (GAF)  are 
budget  neutral. 

For  FYs  1992  through  1995,  §412.352 
required  that  the  capital  Federal  rate  also  be 
adjusted  by  a  budget  neutrality  factor  so  that 
aggregate  payments  for  inpatient  hospital 
capital  costs  were  projected  to  equal  90 
percent  of  the  payments  that  would  have 
been  made  for  capital-related  costs  on  a 
reasonable  cost  basis  during  the  respective 
fiscal  year.  That  provision  expired  in  FY 
1996.  Section  412.308(b)(2)  describes  the  7.4 
percent  reduction  to  the  capital  Federal  rate 
that  was  made  in  FY  1994,  and 
§  412.308(b)(3)  describes  the  0.28  percent 
reduction  to  the  capital  Federal  rate  made  in 
FY  1996  as  a  result  of  the  revised  policy  for 
paying  for  transfers.  In  FY  1998,  we 
implemented  section  4402  of  Public  Law 
105-33,  which  required  that,  for  discharges 
occurring  on  or  after  October  1, 1997,  the 
budget  neutrality  adjustment  factor  in  effect 
as  of  September  30, 1995,  be  applied  to  the 
unadjusted  capital  standard  Federal  rate  and 
the  unadjusted  hospital-specific  rate.  That 
factor  was  0.8432,  which  was  equivalent  to 
a  15.68  percent  reduction  to  the  unadjusted 
capital  payment  rates.  An  additional  2.1 
percent  reduction  to  the  rates  was  effective 
from  October  1, 1997  through  September  30, 
2002,  making  the  total  reduction  17.78 
percent.  As  we  discussed  in  the  FY  2003 
IPPS  final  rule  (67  FR  50102)  and 
implemented  in  §  412.308(b)(6),  the  2.1 
percent  reduction  was  restored  to  the 
unadjusted  capital  payment  rates  effective 
jOctober  1,  2002. 

To  determine  the  appropriate  budget 
neutrality  adjustment  factor  and  the  regular 


exceptions  payment  adjustment  during  the 
10-year  transition  period,  we  developed  a 
dynamic  model  of  Medicare  inpatient 
capital-related  costs;  that  is,  a  model  that 
projected  changes  in  Medicare  inpatient 
capital-related  costs  over  time.  With  the 
expiration  of  the  budget  neutrality  provision, 
the  capital  cost  model  was  only  used  to 
estimate  the  regular  exceptions  payment 
adjustment  and  other  factors  during  the 
transition  period.  As  we  explained  in  the  FY 
2002  IPPS  final  rule  (66  FR  39911),  beginning 
in  FY  2002,  an  adjustment  for  regular 
exception  payments  is  no  longer  necessary 
because  regular  exception  payments  were 
only  made  for  cost  reporting  periods 
beginning  on  or  after  October  1, 1991,  and 
before  October  1,  2001  (see  §  412.348(b)). 
Because  payments  are  no  longer  made  under 
the  regular  exception  policy  effective  with 
cost  reporting  periods  beginning  in  FY  2002, 
we  discontinued  use  of  the  capital  cost 
model.  The  capital  cost  model  and  its 
application  during  the  transition  period  are 
described  in  Appendix  B  of  the  FY  2002  IPPS 
final  rule  (66  FR  40099). 

Section  412.374  provides  for  blended 
payments  to  hospitals  located  in  Puerto  Rico 
under  the  IPPS  for  acute  care  hospital 
inpatient  capital-related  costs.  Accordingly, 
under  the  capital  PPS,  we  compute  a  separate 
payment  rate  specific  to  hospitals  located  in 
Puerto,  Rico  using  the  same  methodology 
used  to  compute  the  national  Federal  rate  for 
capital-related  costs.  In  accordance  with 
section  1886(d)(9)(A)  of  the  Act,  under  the 
IPPS  for  acuteTiare  hospital  operating  costs, 
hospitals  located  in  Puerto  Rico  are  paid  for 
operating  costs  under  a  special  payment 
formula.  Prior  to  FY  1998,  hospitals  located 
in  Puerto  Rico  were  paid  a  blended  operating 
rate  that  consisted  of  75  percent  of  the 
applicable  standardized  amount  specific  to 
Puerto  Rico  hospitals  and  25  percent  of  the 
applicable  national  average  standardized 
amount.  Similarly,  prior  to  FY  1998, 
hospitals  located  in  Puerto  Rico  were  paid  a 
blended  capital  rate  that  consisted  of  75 
percent  of  the  applicable  capital  Puerto  Rico- 
specific  rate  and  25  percent  of  the  applicable 
capital  Federal  rate.  However,  effective 
October  1, 1997,  in  accordance  with  section 
4406  of  Public  Law  105-33,  the  methodology 
for  operating  payments  made  to  hospitals 
located  in  Puerto  Rico  under  the  IPPS  was 
revised  to  make  payments  based  on  a  blend 
of  50  percent  of  the  applicable  standardized 
amount  specific  to  Puerto  Rico  hospitals  and 
50  percent  of  the  applicable  national  average 
standardized  amount.  In  conjunction  with 
this  change  to  the  operating  blend 
percentage,  effective  with  discharges 
occurring  on  or  after  October  1, 1997,  we  also 
revised  the  methodology  for  computing 
capital  payments  to  hospitals  located  in 
Puerto  Rico  to  be  based  on  a  blend  of  50 
percent  of  the  Puerto  Rico  capital  rate  and  50 
percent  of  the  national  capital  Federal  rate. 

As  we  discussed  in  the  FY  2005  IPPS  final 
rule  (69  FR  49185),  section  504  of  Public  Law 
108-173  increased  the  national  portion  of  the 
operating  IPPS  payments  for  hospitals 
located  in  Puerto  Rico  from  50  percent  to 
62.5  percent  and  decreased  the  Puerto  Rico 
portion  of  the  operating  IPPS  payments  from 
50  percent  to  37.5  percent  for  discharges 


occurring  on  or  after  April  1,  2004  through 
September  30,  2004  (refer  to  the  March  26, 
2064  One-Time  Notification  (Change  Request 
3158)).  In  addition,  section  504  of  Public  Law 
108-173  provided  that  the  national  portion  of 
operating  IPPS  payments  for  hospitals 
located  in  Puerto  Rico  is  equal  to  75  percent 
and  the  Puerto  Rico-specific  portion  of 
operating  IPPS  payments  is  equal  to  25 
percent  for  discharges  occurring  on  or  after 
October  1,  2004.  Consistent  with  that  change 
in  operating  IPPS  payments  to  hospitals 
located  in  Puerto  Rico,  for  FY  2005  (as  we 
discussed  in  the  FY  2005  IPPS  final  rule),  we 
revised  the  methodology  for  computing 
capital  payments  to  hospitals  located  in 
Puerto  Rico  to  be  based  on  a  blend  of  25 
percent  of  the  Puerto  Rico-specific  capital 
rate  and  75  percent  of  the  national  capital 
Federal  rate  for  discharges  occurring  on  or 
after  October  1,  2004. 

A.  Determination  of  Federal  Hospital 
Inpatient  Capital-Related  Prospective 
Payment  Rate  Update 
In  the  Federal  Register  notice  setting  out 
the  final  wage  indices  for  FY  2009  (73  FR 
57892),  we  established  the  final  capital 
Federal  rate  of  $424.17  for  FY  2009.  In  the 
discussion  that  follows,  we  explain  the 
factors  that  we  used  to  determine  the  capital 
Federal  rate  for  FY  2010.  In  particular,  we 
explain  why  the  FY  2010  capital  Federal  rate 
will  increase  approximately  1.4  percent, 
compared  to  the  FY  2009  capital  Federal  rate. 
Furthermore,  we  estimate  that  aggregate 
capital  payments  will  increase  during  this 
same  period  (approximately  $171  million), 
primarily  due  to  the  increase  in  the  capital 
Federal  rate.  Total  payments  to  hospitals 
under  the  IPPS  are  relatively  unaffected  by 
changes  in  the  capital  prospective  payments. 
Because  capital  payments  constitute  about  10 
percent  of  hospital  payments,  a  1-percent 
change  in  the  capital  Federal  rate  yields  only 
about  a  0.1  percent  change  in  actual 
payments  to  hospitals. 

1.  Projected  Capital  Standard  Federal  Rate 
Update 

a.  Description  of  the  Update  Framework 
Under  §  412.308(c)(1),  the  capital  standard 
Federal  rate  is  updated  on  the  basis  of  an 
analytical  framework  that  takes  into  account 
changes  in  a  capital  input  price  index  (CIPI) 
and  several  other  policy  adjustment  factors. 
Specifically,  we  have  adjusted  the  projected 
CIPI  rate-of-increase  as  appropriate  each  year 
for  case-mix  index-related  changes;  for 
intensity,  and  for  errors  in  previous  CIPI 
forecasts.  The  update  factor  for  FY  2010 
under  that  framework  is  1.40  percent  based 
on  the  best  data  available  at  this  time.  The 
update  factor  under  that  framework  is  based 
on  a  projected  1.4  percent  increase  in  the 
CIPI,  a  0.0  percent  adjustment  for  intensity, 
a  0.0  percent  adjustment  for  case-mix,  a  0.0 
percent  adjustment  for  the  FY  2008  DRG 
reclassification  and  recalibration,  and  a 
forecast  error  correction  of  0.0  percent.  As 
discussed  below  in  section  HI.C.  of  this 
Addendum,  we  continue  to  believe  that  the 
CIPI  is  the  most  appropriate  input  price 
index  for  capital  costs  to  measure  capital 
price  changes  in  a  given  year.  We  also 
explain  the  basis  for  the  FY  2010  CIPI 
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projection  in  that  same  section  of  this 
Addendum.  We  note,  as  discussed  in  section 
VI.E.l.  of  the  preamble  of  this  final  rule,  we 
are  not  applying  any  additional  adjustments 
to  the  capital  rates  in  FY  2010  to  account  for 
changes  in  documentation  and  coding  under 
the  MS-DRGs  that  do  not  correspond  to  • 
changes  in  real  increases  in  patients’  severity 
of  illness.  Below  we  describe  the  policy 
adjustments  that  we  applied  in  the  update 
framework  for  FY  2010. 

The  case-mix  index  is  the  measure  of  the 
average  DRG  weight  for  cases  paid  under  the 
IPPS.  Because  the  DRG  weight  determines 
the  prospective  payment  for  each  case,  any 
percentage  increase  in  the  case-mix  index 
corresponds  to  an  equal  percentage  increase 
in  hospital  payments. 

The  case-mix  index  can  change  for  any  of 
several  reasons: 

•  The  average  resource  use  of  Medicare 
patients  changes  (“real”  case-mix  change); 

•  Changes  in  hospital  documentation  and 
coding  of  patient  records  result  in  higher 
weight  DRG  assignments  (“coding  effects”); 
and 

•  The  annual  DRG  reclassification  and 
recalibration  changes  may  not  be  budget 
neutral  (“reclassification  effect”). 

We  define  real  case-mix  change  as  actual 
changes  in  the  mix  (and  resource 
requirements)  of  Medicare  patients  as 
opposed  to  changes  in  documentation  and 
coding  behavior  that  result  in  assignment  of 
cases  to  higher  weighted  DRGs  but  do  not 
reflect  higher  resource  requirements.  The 
capital  update  framework  includes  the  same 
case-mix  index  adjustment  used  in  the 
former  operating  IPPS  update  framework  (as 
discussed  in  the  May  18,  2004  IPPS  proposed 
rule  for  FY  2005  (69  FR  28816)).  (We  no 
longer  use  an  update  framework  to  make  a 
recommendation  for  updating  the  operating 
IPPS  standardized  amounts  as  discussed  in 
section  II.  of  Appendix  B  in  the  FY  2006  IPPS 
final  rule  (70  FR  47707).) 

Absent  the  projected  increase  in  case-mix 
resulting  from  changes  in  documentation  and 
coding  due  to  the  adoption  of  the  MS-DRGs, 
for  FY  2010,  we  projected  a  1.0  percent  total 
increase  in  the  case-mix  index.  We  estimated 
that  the  real  case-mix  increase  will  also  equal 
1.0  percent  for  FY  2010.  The  net  adjustment 
for  change  in  case-mix  is  the  difference 
between  the  projected  real  increase  in  case- 
mix  and  the  projected  total  increase  in  case- 
mix.  Therefore,  the  net  adjustment  for  case- 
mix  change  in  FY  2010  is  0.0  percentage 
points. 

The  capital  update  framework  also 
contains  an  adjustment  for  the  effects  of  DRG 
reclassification  and  recalibration.  This 
adjustment  is  intended  to  remove  the  effect 
on  total  payments  of  prior  year’s  changes  to 
the  DRG  classifications  and  relative  weights, 
in  order  to  retain  budget  neutrality  for  all 
case-mix  index -related  changes  other  than 
those  due  to  patient  severity.  Due  to  the  lag 
time  in  the  availability  of  data,  there  is  a  2- 
year  lag  in  data  used  to  determine  the 
adjustment  for  the  effects  of  DRG 
reclassification  and  recalibration.  For 
example,  we  have  data  available  to  evaluate 
the  effects  of  the  FY  2008  DRG 
reclassification  and  recalibration  as  part  of 
our  update  for  FY  2010.  Tp' adjust  for 


reclassification  and  recalibration  effects, 
under  our  historical  methodology,  we  run  the 
FY  2008  cases  through  the  FY  2007 
GROUPER  and  through  the  FY  2008 
GROUPER.  The  resulting  ratio  of  the  case- 
mix  indices  should  equate  to  1.0.  If  not, 
under  our  historical  methodology,  in  the 
update  framework  for  FY  2010,  we  would 
make  an  adjustment  to  adjust  for  the 
reclassification  and  recalibration  effects  in 
FY  2008.  As  discussed  in  detail  in  section 
II.B.  of  the  preamble  of  this  final  rule, 
however,  when  we  adopted  the  MS-DRGs  for 
FY  2008  to  better  recognize  severity  of  illness 
in  Medicare  payment  rates,  we  also 
recognized  that  changes  in  documentation 
and  coding  could  potentially  lead  to 
increases  in  aggregate  payments  without  a 
corresponding  increase  in  patients’  severity 
of  illness  (that  is,  increased  case-mix  index 
other  than  real  case-mix  index  increase).  To 
maintain  budget  neutrality  for  the  adoption 
of  the  MS-DRGs,  in  the  proposed  rule,  we 
proposed  to  apply  a  -1.9  percent  adjustment 
to  the  capital  Federal  rate  in  FY  2010  to 
account  for  the  effect  of  documentation  and 
coding  changes  unrelated  to  changes  in  real 
case-mix  in  FY  2008.  Therefore,  in  that  same 
proposed  rule,  we  proposed  not  to  adjust  for 
reclassification  and  recalibration  effects  from 
FY  2008  in  the  update  framework  for  FY 
2010  because  it  was  already  accounted  for  in 
the  proposed  documentation  and  coding 
adjustment  to  the  capital  Federal  rates  for  FY 
2010. 

As  discussed  in  greater  detail  in  section 
II. D.  of  the  preamble  of  this  final  rule,  we  are 
delaying  any  additional  documentation  and 
coding  adjustment  to  the  capital  Federal  rates 
until  a  full  analysis  of  case-mix  changes  can 
be  completed  (as  noted  in  section  VI.E.l.  of 
the  preamble  of  this  final  rule,  the  capital 
Federal  rate  has  already  been  adjusted  by 
—  0.6  percent  and  —0.9  percent  to  account 
for  the  effects  of  documentation  and  coding 
in  FY  2008  and  FY  2009,  respectively,  for  a 
cumulative  adjustment  of  -1.5  percent). 
Therefore,  as  proposed,  we  are  not  making 
any  adjustment  for  the  effects  of  FY  2008 
DRG  reclassification  and  recalibration  in  the 
update  framework  for  FY  2010  because  we 
will  be  accounting  for  it  when  an  adjustment 
to  the  capital  Federal  rates  for  the  additional 
documentation  and  coding  effect  that 
occurred  in  FY  2008  is  made  in  future 
rulemaking. 

.  The  capital  update  framework  also 
contains  an  adjustment  for  forecast  error.  The 
input  price  index  forecast  is  based  on 
historical  trends  and  relationships 
ascertainable  at  the  time  the  update  factor  is 
established  for  the  upcoming  year.  In  any 
given  year,  there  may  be  unanticipated  price 
fluctuations  that  may  result  in  differences 
between  the  actual  increase  in  prices  and  the 
forecast  used  in  calculating  the  update 
factors.  In  setting  a  prospective  payment  rate 
under  the  framework,  we  make  an 
adjustment  for  forecast  error  only  if  our 
estimate  of  the  change  in  the  capital  input 
price  index  for  any  year  is  off  by  0.25 
percentage  points  or  more.  There  is  a  2-year 
lag  between  the  forecast  and  the  availability 
of  data  to  develop  a  measurement  of  the 
forecast  error.  A  forecast  error  of  O.l 
percentage  point  was  calculated  for  the  FY 


2010  update.  That  is,  current  historical  data 
indicate  that  the  forecasted  FY  2008  CIPI  (1.3 
percent)  used  in  calculating  the  FY  2008 
update  factor  slightly  understated  the  actual 
realized  price  increases  (1.4  percent)  by  0.1 
percentage  point.  This  slight  underprediction 
was  mostly  due  to  the  incorporation  of  newly 
available  source  data  for  fixed  asset  prices 
and  moveable  asset  prices  into  the  market 
basket.  However,  because  this  estimation  of 
the  change  in  the  CIPI  is  less  than  0.25 
percentage  points,  it  is  not  reflected  in  the 
update  recommended  under  this  framework. 
Therefore,  we  made  a  0.0  percent  adjustment 
for  forecast  error  in  the  update  for  FY  2010. 

Under  the  capital  IPPS  update  framework, 
we  also  make  an  adjustment  for  changes  in 
intensity.  We  calculate  this  adjustment  using 
the  same  methodology  and  data  that  were 
used  in  the  past  under  the  framework  for 
operating  IPPS.  The  intensity  factor  for  the 
operating  update  framework  reflects  how 
hospital  services  are  utilized  to  produce  the 
final  product,  that  is,  the  discharge.  This 
component  accounts  for  changes  in  the  use 
of  quality-enhancing  services,  for  changes 
within  DRG  severity,  and  for  expected 
modification  of  practice  patterns  to  remove 
noncost-effective  services, 

We  calculate  case-mix  constant  intensity  as 
the  change  in  total  charges  per  admission, 
adjusted  for  price  level  changes  (the  CIPI  for 
hospital  and  related  services)  and  changes  in 
real  case-mix.  The  use  of  total  charges  in  the 
calculation  of  the  intensity  factor  makes  it  a 
total  intensity  factor;  that  is,  charges  for 
capital  services  are  already  built  into  the  _ 
calculation  of  the  factor.  Therefore,  we  have 
incorporated  the  intensity  adjustment  from 
the  operating  update  framework  into  the 
capital  update  framework.  Without  reliable 
estimates  of  the  proportions  of  the  overall 
annual  intensity  increases  that  are  due, 
respectively,  to  ineffective  practice  patterns 
and  the  combination  of  quality-enhancing 
new  technologies  and  complexity  within  the 
DRG  system,  we  assume  that  one-half  of  the 
annual  increase  is  due  to  each  of  these 
factors.  The  capital  update  framework  thus 
provides  an  add-on  to  the  input  price  index 
rate  of  increase  of  one-half  of  the  estimated 
annual  increase  in  intensity,  to  allow  for 
increases  within. DRG  severity  and  the 
adoption  of  quality-enhancing  technology. 

We  have  developed  a  Medicare-specific 
intensity  measure  based  on  a  5-year  average. 
Past  studies  of  case-mix  change  by  the  RAND 
Corporation  ( Has  DRG  Creep  Crept  Up? 
Decomposing  the  Case  Mix  Index  Change 
Between  1987  and  1988  by  G.  M.  Carter,  J. 

P.  Newhouse,  and  D.  A.  Relies,  R-4098- 
HCF A/ProP AC  (1991))  suggest  that  real  case- 
mix  change  was  not  dependent  on  total 
change,  but  was  usually  a  fairly  steady 
increase  of  1.0  to  1.5  percent  pur  year. 
However,  we  used  1.4  percent  as  the  upper 
bound  because  the  RAND  study  did  not  take 
into  account  that  hospitals  may  have  induced 
doctors  to  document  medical  records  more 
completely  in  order  to  improve  payment. 

As  we  noted  above,  in  accordance  with 
§412.308(c)(l)(ii),  we  began  updating  the 
capital  standard  Federal  rate  in  FY  1996 
using  an  update  framework  that  takes  into 
account,  among  other  things,  allowable 
changes  in  the  intensity  of  hospital  services. 
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For  FYs  1996  through  2001,  we  found  that 
case-mix  constant  intensity  was  declining, 
and  we  established  a  0.0  percent  adjustment 
for  intensity  in  each  of  those  years.  For  FYs 
2002  and  2003,  we  found  that  case-mix 
constant  intensity  was  increasing,  and  we 
established  a  0.3  percent  adjustment  and  1.0 
percent  adjustment  for  intensity, 
respectively.  For  FYs  2004  and  2005,  we 
found  that  the  charge  data  appeared  to  be 
skewed  (as  discussed  in  greater  detail  below) 
as  a  result  of  hospitals  attempting  to 
maximize  outlier  payments,  while  lessening 
costs,,  and  we  established  a  0.0  percent 
adjustment  in  each  of  those  years. 
Furthermore,  we  stated  that  we  would 
continue  to  apply  a  0.0  percent  adjustment 
for  intensity  until  any  increase  in  charges  can 
be  tied  to  intensity  rather  than  attempts  to 
maximize  outlier  payments. 

On  June  9,  2003,  we  published  in  the 
Federal  Register  revisions  to  our  outlier 
policy  for  determining  the  additional 
payment  for  extraordinarily  high-cost  cases 
(68  FR  34494  through  34515).  These  revised 
policies  were  effective  on  August  8,  2003, 
and  October  1,  2003.  While  it  does  appear 
that  a  response  to  these  policy  changes  is 
beginning  to  occur,  that  is,  the  increase  in 
charges  for  FYs  2004  and  2005  are  somewhat 
less  than  the  previous  4  years,  they  still  show 
a  significant  annual  increase  in  charges 
without  a  corresponding  increase  in  hospital 
case-mix.  Specifically,  the  percent  change  in 
hospitals’  charges  in  FY  2004  is 
approximately  12  percent,  which  is  similar  in 
magnitude  to  the  large  increases  in  charges 
that  we  found  in  the  4  years  prior  to  FY  2004 
and  before  our  revisions  to  the  outlier  policy 
in  FY  2003.  For  FY  2005,  there  is 
approximately  an  8  percent  change  in 
charges,  which  is  somewhat  lower  than  the 
percent  change  in  FY  2004.  Nevertheless,  the 
percent  change  in  charges  in  both  FYs  2004 
and  2005  are  still  relatively  high  as  compared 
to  the  change  in  charges  prior  to  FY  2001. 
Moreover,  the  percent  change  in  hospitals’ 
case-mix  in  those  years  is  not  in  proportion 
to  the  higher  charges.  The  remaining  3  years 
in  the  5-year  average  indicate  that  the  change 
in  hospitals’  charges  appears  to  be  slightly 
moderating,  and  is  lower  than  FYs  2004  and 
2005.  (We  refer  readers  to  a  discussion 
regarding  the  intensity  factor  in  the  FY  2004 
IPPS  final  rule  (68  FR  45482),  the  FY  2005 
IPPS  final  rule  (69  FR  49285),  the  FY  2006 
IPPS  final  rule  (70  FR  47500),  the  FY  2007 
IPPS  final  rule  (72  FR  47500),  the  FY  2008 
IPPS  final  rule  with  comment  period  (72  FR 
47426),  and  the  FY  2009  IPPS  final  rule  (73 
FR  48771.) 

Our  intensity  measure  is  based  on  a  5-year 
average,  and  therefore,  the  intensity 
adjustment  for  FY  2010  is  based  on  data  from 
the  5-year  period  beginning  with  FY  2004 
and  extending  through  FY  2008.  Based  on  the 
increases  in  charges  for  FYs  2004  through 
2005  that  remain  in  the  5-year  average  used 
for  the  intensity  adjustment,  we  believe 
residual  effects  of  hospitals’  charge  practices 
prior  to  the  implementation  of  the  outlier 
policy  revisions  established  in  the  June  9, 
2003  final  rule  continue  to  appear  in  the 
data,  as  it  may  have  taken  hospitals  some 
time  to  adopt  changes  in  their  behavior  in 
response  to  the  new  outlier  policy.  Thus,  we 


believe  that  the  FY  2004  and  possibly  the  FY 
2005  charge  data  may  still  be  skewed. 

The  change  in  hospitals’  charges  for  FY 
2004  and  to  a  somewhat  lesser  extent,  FY 
2005,  remains  similar  to  the  considerable 
increase  in  hospitals’  charges  that  we  found 
when  examining  hospitals’  charge  data  in 
determining  the  intensity  factor  in  the  update 
recommendations  for  the  past  few  years.  If 
hospitals  were  treating  new  or  different  types 
of  cases,  which  would  result  in  an 
appropriate  increase  in  charges  per 
discharge,  then  we  would  expect  hospitals’ 
case-mix  to  increase  proportionally,  and  it 
did  not. 

Although  it  appears  that  the  change  in 
hospitals’  charges  is  more  reasonable 
compared  to  data  used  in  recent  past 
rulemaking,  using  a  5-year  average  of  the  data 
tends  to  smooth  out  what  might  otherwise  be 
more  obvious  effects  of  particular  years  such 
as  FYs  2004  and  2005.  Therefore, 
notwithstanding  the  gradual  effect  of  the 
outlier  policy  over  time,  we  believe  the  effect 
from  hospitals  attempting  to  maximize 
outlier  payments  prior  to  the  implementation 
of  the  outlier  policy  continues,  albeit  to  a 
smaller  degree,  to  skew  the  charge  data  used 
in  determining  the  intensity  adjustment. 

As  we  discussed  most  recently  in  the  FY 
2009  IPPS  final  rule  (73  FR  48771),  because 
our  intensity  calculation  relies  heavily  upon 
charge  data  and  we  believe  that  these  charge 
data  for  at  least  1  if  not  2  years  of  the  5-year 
average  may  be  inappropriately  skewed,  as 
we  proposed,  we  are  establishing  a  0.0 
percent  adjustment  for  intensity  for  FY  2010, 
as  we  did  for  FYs  2004  through  2009. 

In  the  past  (FYs  1996  through  2001)  when 
we  found  intensity  to  be  declining,  we 
believed  a  zero  (rather  than  negative) 
intensity  adjustment  was  appropriate. 
Similarly,  we  believe  that  it  is  appropriate  to 
apply  a  zero  intensity  adjustment  for  FY  2010 
until  any  increase  in  charges  during  the  5- 
year  period  upon  which  the  intensity 
adjustment  is  based  can  be  tied  to  intensity 
rather  than  to  attempts  to  maximize  outlier 
payments. 

Above,  we  described  the  basis  of  the 
components  used  to  develop  the  1.4  percent 
capital  update  factor  under  the  capital  update 
framework  for  FY  2010  as  shown  in  the  table 
below. 


CMS  FY  2010  Update  Factor  to 
the  Capital  Federal  Rate 


Capital  Input  Price  Index  . 

1.4 

Intensity  . 

0.0 

Case-Mix  Adjustment  Factors: 

Real  Across  DRG  Change . 

-1.0 

Projected  Case-Mix  Change . 

1.0 

Subtotal  . 

1.4 

Effect  of  FY  2008  Reclassification 

and  Recalibration  . 

0.0 

Forecast  Error  Correction . 

0.0 

Total  Update . 

1.4 

b.  Comparison  of  CMS  and  MedPAC  Update 
Recommendation 

In  its  March  2009  Report  to  Congress, 
MedPAC  did  not  make  a  specific  update 


recommendation  for  capital  IPPS  payments 
for  FY  2010.  (MedPAC’s  Report  to  the 
Congress:  Medicare  Payment  Policy,  March 
2009,  Section  2A.) 

2.  Outlier  Payment  Adjustment  Factor 

Section  412.312(c)  establishes  a  unified 
outlier  payment  methodology  for  inpatient 
operating  and  inpatient  capital-related  costs. 

A  single  set  of  thresholds  is  used  to  identify 
outlier  cases  for  both  inpatient  operating  and 
inpatient  capital-related  payments.  Section 
412.308(c)(2)  provides  that  the  standard 
Federal  rate  for  inpatient  capital-related  costs 
be  reduced  by  an  adjustment  factor  equal  to 
the  estimated  proportion  of  capital-related 
outlier  payments  to  total  inpatient  capital- 
related  PPS  payments.  The  outlier  thresholds 
are  set  so  that  operating  outlier  payments  are 
projected  to  be  5.1  percent  of  total  operating 
IPPS  DRG  payments. 

In  the  Federal  Register  notice  setting  out 
the  final  wage  indices  for  FY  2009  (73  FR 
57891),  we  estimated  that  outlier  payments 
for  capital  will  equal  5.35  percent  of 
inpatient  capital-related  payments  based  on 
the  capital  Federal  rate  in  FY  2009.  Based  on 
the  thresholds  as  set  forth  in  section  II.  A.  of 
this  Addendum,  we  estimate  that  outlier 
payments  for  capital-related  costs  will  equal 
5.23  percent  for  inpatient  capital-related 
payments  based  on  the  capital  Federal  rate  in 
FY  2010.  Therefore,  we  applied  an  outlier 
adjustment  factor  of  0.9477  in  determining 
the  capital  Federal  rate.  Thus,  we  estimate 
that  the  percentage  of  capital  outlier 
payments  to  total  capital  standard  payments 
for  FY  2010  will  be  lower  than  the  percentage 
for  FY  2009.  This  decrease  in  capital  outlier 
payments  is  primarily  due  to  the  increase  in 
estimated  aggregate  capital  IPPS  payments. 
That  is,  because  overall  payments  are 
projected  to  be  higher  in  FY  2010  compared 
to  FY  2009,  as  discussed  in  section  VIII.  of 
Appendix  A  to  this  final  rule,  fewer  cases 
will  qualify  for  outlier  payments. 

The  outlier  reduction  factors  are  not  built 
permanently  into  the  capital  rates;  that  is, 
they  are  not  applied  cumulatively  in 
determining  the  capital  Federal  rate.  The  FY 
2010  outlier  adjustment  of  0.9477  is  a  0.13 
percent  change  from  the  FY  2009  outlier 
adjustment  of  0.9465.  Therefore,  the  net 
change  in  the  outlier  adjustment  to  the 
capital  Federal  rate  for  FY  2010  is  1.0013 
(0.9477/0.9465).  Thus,  the  outlier  adjustment 
increases  the  FY  2010  capital  Federal  rate  by 
0.13  percent  compared  with  the  FY  2009 
outlier  adjustment. 

3.  Budget  Neutrality  Adjustment  Factor  for 
Changes  in  DRG  Classifications  and  Weights 
and  the  GAF 

Section  412.308(c)(4)(ii)  requires  that  the 
capital  Federal  rate  be  adjusted  so  that 
aggregate  payments  for  the  fiscal  year  based 
on  the  capital  Federal  rate  after  any  changes 
resulting  from  the  annual  DRG 
reclassification  and  recalibration  and  changes 
in  the  GAF  are  projected  to  equal  aggregate 
payments  that  would  have  been  made  on  the 
basis  of  the  capital  Federal  rate  without  such 
changes.  Because  we  implemented  a  separate 
GAF  for  Puerto  Rico,  we  apply  separate 
budget  neutrality  adjustments  for  the 
national  GAF  and  the  Puerto  Rico  GAF.  We 
apply  the  same  budget  neutrality  factor  for 
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DRG  reclassifications  and  recalibration 
nationally  and  for  Puerto  Rico.  Separate 
adjustments  were  unnecessary  for  FY  1998 
and  earlier  because  the  GAF  for  Puerto  Rico 
was  implemented  in  FY  1998. 

In  the  past,  we  used  the  actuarial  capital 
cost  model  (described  in  Appendix  B  of  the 
FY  2002  IPPS  final  rule  (66  FR  40099))  to 
estimate  the  aggregate  payments  that  would 
have  been  made  on  the  basis  of  the  capital 
Federal  rate  with  and  without  changes  in  the 
DRG  classifications  and  weights  and  in  the 
GAF  to  compute  the  adjustment  required  to 
maintain  budget  neutrality  for  changes  in 
DRG  weights  and  in  the  GAF.  During  the 
transition  period,  the  capital  cost  model  was 
also  used  to  estimate  the  regular  exception 
payment  adjustment  factor.  As  we  explain  in 
section  III.  A.  of  this  Addendum,  beginning  in 
FY  2002,  an  adjustment  for  regular  exception 
payments  is  no  longer  necessary.  Therefore, 
we  no  longer  use  the  capital  cost  model. 
Instead,  we  are  using  historical  data  based  on 


hospitals’  actual  cost  experiences  to 
determine  the  exceptions  payment 
adjustment  factor  for  special  exceptions 
payments. 

To  determine  the  factors  for  FY  2010,  we 
compared  (separately  for  the  national  capital 
rate  and  the  Puerto  Rico  capital  rate) 
estimated  aggregate  capital  Federal  rate 
payments  based  on  the  FY  2009  MS-DRG 
classifications  and  relative  weights  and  the 
FY  2009  GAF  to  estimated  aggregate  capital 
Federal  rate  payments  based  on  the  FY  2010 
MS-DRG  classifications  and  relative  weights 
and  the  FY  2010  GAFs.  In  making  the 
comparison,  we  set  the  exceptions  reduction 
factor  to  1.00.  To  achieve  budget  neutrality 
for  the  changes  in  the  national  GAFs,  based 
on  calculations  using  updated  data,  we 
applied  an  incremental  budget  neutrality 
adjustment  of  0.9995  for  FY  2010  to  the 
previous  cumulative  FY  2009  adjustment  of 
0.9917,  yielding  an  adjustment  of  0.9912, 
through  FY  2010.  For  the  Puerto  Rico  GAFs, 


we  applied  an  incremental  budget  neutrality 
adjustment  of  1.0014  for  FY  2010  to  the 
previous  cumulative  FY  2009  adjustment  of 
0.9960,  yielding  a  cumulative  adjustment  of 
0.9974  through  FY  2010. 

We  then  compared  estimated  aggregate 
capital  Federal  rate  payments  based  on  the 
FY  2009  DRG  relative  weights  and  the  FY 
2010  GAFs  to  estimated  aggregate  capital 
Federal  rate  payments  based  on  the 
cumulative  effects  of  the  FY  2010  MS-DRG 
classifications  and  relative  weights  and  the 
FY  2010  GAFs.  The  incremental  adjustment 
for  DRG  classifications  and  changes  in 
relative  weights  is  0.9995  both  nationally  and 
for  Puerto  Rico.  The  cumulative  adjustments 
for  MS-DRG  classifications  and  changes  in 
relative  weights  and  for  changes  in  the  GAF s 
through  FY  2010  are  0.9907  nationally  and 
0.9969  for  Puerto  Rico.  The  following  table 
summarizes  the  adjustment  factors  for  each 
fiscal  year: 


Budget  Neutrality  Adjustment  for  DRG  Reclassifications  and  Recalibration  and  the  Geographic 

Adjustment  Factors 


Fiscal 

year 

National 

Puerto  Rico 

Incremental  adjustment 

Cumulative 

Incremental  adjustment 

Cumulative 

Geographic 

adjustment 

factor 

DRG  Reclas¬ 
sifications 
and  recalibra¬ 
tion 

Combined 

Geographic 

adjustment 

factor 

DRG  Reclas¬ 
sifications 
and  recalibra¬ 
tion 

Combined 

1992  . 

1 .00000 

1993  . 

0.99800 

0.99800 

1994  . 

1 .00531 

1.00330 

1995  . 

0.99980 

1.00310 

1996  . 

1  mhhmmm 

0.99940 

1 .00250 

1997  . 

0.99873 

1.00123 

gng|ii|gilgg| 

1998  . 

0.99892 

1.00015 

1  00000 

1999  . 

0.99944 

1.00335 

1.00279 

1.00294 

0.99898 

1.00335 

1.00233 

1.00233 

2000  . 

0.99857 

0.99991 

0.99848 

1.00142 

0.99910 

0.99991 

0.99901 

1.00134 

2001  1  . 

0.99782 

1.00009 

0.99791 

0.99933 

1.00365 

1.00009 

1.00374 

1.00508 

2 2001  . 

30.99771 

31.00009 

30.99780 

0.99922 

31.00365 

31.00009 

3 1 .00374 

1.00508 

2002  . 

4  0.99666 

4  0.99668 

4  0.99335 

0.99268 

4  0.98991 

4  0.99668 

4  0.99662 

0.99164 

2003s  . 

0.99915 

0.99662 

0.99577 

0.98848 

1.00809 

0.99662 

1.00468 

0.99628 

2003s  . 

7  0.99896 

7  0.99662 

7  0.99558 

0.98830 

1.00809 

0.99662 

1.00468 

0.99628 

2004  s . 

9 1.00175 

9 1.00081 

9 1.00256 

0.99083 

1.00028 

1.00081 

1.00109 

0.99736 

2004 10  . 

9 1.00164 

9 1.00081 

9 1 .00245 

0.99072 

1.00028 

1.00081 

1.00109 

0.99736 

2005 11  . 

12  0.99967 

1.00094 

12 1.00061 

0.99137 

0.99115 

1.00094 

0.99208 

0.98946 

2005 13  . 

13  0.99946 

1 .00094 

12 1.00040 

0.99117 

0.99115 

1.00094 

0.99208 

0.98946 

2006  . 

14 1.00185 

0.99892 

14 1.00076 

0.99198 

1.00762 

0.99892 

1.00653 

0.99592 

2007  . 

1.00000 

0.99858 

0.99858 

0.99057 

1.00234 

0.99858 

1.00092 

0.99683 

2008  . 

1.00172 

0.99792 

0.99963 

0.99021 

1.00079 

0.99792 

0.99870 

0.99554 

15 

1.00206 

0.99945 

1.00150 

0.99170 

1.00097 

0.99945 

1.00041 

0.99595 

2010 18  . 

0.99950 

0.99953 

0.99902 

0.99073 

1.00141 

0.99953 

1.00094 

0.99688 

1  Factors  effective  for  the  first  half  of  FY  2001  (October  2000  through  March  2001). 

2  Factors  effective  for  the  second  half  of  FY  2001  (April  2001  through  September  2001). 

3  Incremental  factors  are  applied  to  FY  2000  cumulative  factors. 

4  Incremental  factors  are  applied  to  the  cumulative  factors  for  the  first  half  of  FY  2001. 

5  Factors  effective  for  the  first  half  of  FY  2003  (October  2002  through  March  2003). 

6  Factors  effective  for  the  second  half  of  FY  2003  (April  2003  through  September  2003). 

7  Incremental  factors  are  applied  to  FY  2002  cumulative  factors. 

8  Factors  effective  for  the  first  half  of  FY  2004  (October  2003  through  March  2004). 

9  Incremental  factors  are  applied  to  the  cumulative  factors  for  the  second  half  of  FY  2003. 

10  Factors  effective  for  the  second  half  of  FY  2004  (April  2004  through  September  2004). 

11  Factors  effective  for  the  first  quarter  of  FY  2005  (September  2004  through  December  2004). 

12  Incremental  factors  are  applied  to  average  of  the  cumulative  factors  for  the  first  half  (October  1,  2003  through  March  31,  2004)  and  second 
half  (April  1 ,  2004  through  September  30,  2004)  of  FY  2004. 

13  Factors  effective  for  the  last  three  quarters  of  FY  2005  (January  2005  through  September  2005). 

14  Incremental  factors  are  applied  to  average  of  the  cumulative  factors  for  2005. 

15  Final  factors  for  FY  2009,  including  the  implementation  of  section  124  of  Public  Law  110-275,  which  affects  wage  indices  and  GAFs  for  FY 
2009,  as  discussed  above  in  this  section. 

16  Final  factors  for  FY  2010. 
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The  methodology  used  to  determine  the 
recalibration  and  geographic  adjustment 
factor  (DRG/GAF)  budget  neutrality 
adjustment  is  similar  to  the  methodology 
used  in  establishing  budget  neutrality 
adjustments  under  the  IPPS  for  operating 
costs.  One  difference  is  that,  under  the 
operating  IPPS,  the  budget  neutrality 
adjustments  for  the  effect  of  geographic 
reclassifications  are  determined  separately 
from  the  effects  of  other  changes  in  the 
hospital  wage  index  and  the  DRG  relative 
weights.  Under  the  capital  IPPS,  there  is  a 
single  DRG/GAF  budget  neutrality 
adjustment  factor  (the  national  capital  rate 
and  the  Puerto  Rico  capital  rate  are 
determined  separately)  for  changes  in  the 
GAF  (including  geographic  reclassification) 
and  the  DRG  relative  weights.  In  addition, 
there  is  no  adjustment  for  the  effects  that 
geographic  reclassification  has  on  the  other 
payment  parameters,  such  as  the  payments 
for  DSH  or  IME. 

For  FY  2009,  we  calculated  a  final  GAF/ 
DRG  budget  neutrality  factor  of  1.0015  (73  FR 
57892).  For  FY  2010,  we  established  a  GAF/ 
DRG  budget  neutrality  factor  of  0.9990.  The 
GAF/DRG  budget  neutrality  factors  are  built 
permanently  into  the  capital  rates;  that  is, 
they  are  applied  cumulatively  in  determining 
the  capital  Federal  rate.  This  follows  the 
requirement  that  estimated  aggregate 
payments  each  year  be  no  more  or  less  than 
they  would  have  been  in  the  absence  of  the 
annual  DRG  reclassification  and  recalibration 
and  changes  in  the  GAFs.  The  incremental 
change  in  the  adjustment  from  FY  2009  to  FY 
2010  is  0.9990.  The  cumulative  change  in  the 
capital  Federal  rate  due  to  this  adjustment  is 
0.9907  (the  product  of  the  incremental  factors 
for  FYs  1995  though  2009  and  the 
incremental  factor  of  0.9990  for  FY  2010). 

(We  note  that  averages  of  the  incremental 
factors  that  were  in  effect  during  FYs  2005 
and  2006,  respectively,  were  used  in  the 
calculation  of  the  cumulative  adjustment  of 
0.9907  for  FY  2010.) 

The  factor  accounts  for  the  MS-DRG 
reclassifications  and  recalibration  and  for 
changes  in  the  GAFs.  It  also  incorporates  the 
effects  on  the  GAFs  of  FY  2010  geographic 
reclassification  decisions  made  by  the 
MGCRB  compared  to  FY  2009  decisions. 
However,  it  does  not  account  for  changes  in 
payments  due  to  changes  in  the  DSH  and 
IME  adjustment  factors. 

4.  Exceptions  Payment  Adjustment  Factor 

Section  412.308(c)(3)  of  our  regulations 
requires  that  the  capital  standard  Federal  rate 
be  reduced  by  an  adjustment  factor  equal  to 
the  estimated  proportion  of  additional 
payments  for  both  regular  exceptions  and 
special  exceptions  under  §412.348  relative  to 
total  capital  PPS  payments.  In  estimating  the 
proportion  of  regular  exception  payments  to 
total  capital  PPS  payments  during  the 
transition  period,  we  used  the  actuarial 
capital  cost  model  originally  developed  for 
determining  budget  neutrality  (described  in 
Appendix  B  of  the  FY  2002  IPPS  final  rule 
(66  FR  40099))  to  determine  the  exceptions 
payment  adjustment  factor,  which  was 
applied  to  both  the  Federal  and  hospital- 
specific  capital  rates. 

An  adjustment  for  regular  exception 
payments  is  no  longer  necessary  in 


determining  the  FY  2010  capital  Federal  rate 
because,  in  accordance  with  §  412.348(b), 
regular  exception  payments  were  only  made 
for  cost  reporting  periods  beginning  on  or 
after  October  1, 1991  and  before  October  1, 
2001.  Accordingly,  as  we  explained  in  the  FY 
2002  IPPS  final  rule  (66  FR  39949),  in  FY 
2002  and  subsequent  fiscal  years,  no 
payments  are  made  under  tbe  regular 
exceptions  provision.  However,  in 
accordance  with  §  412.308(c),  we  still  need  to 
compute  a  budget  neutrality  adjustment  for 
special  exception  payments  under 
§  412.348(g).  We  describe  our  methodology 
for  determining  the  exceptions  adjustment 
used  in  calculating  the  FY  2010  capital 
Federal  rate  below. 

Under  the  special  exceptions  provision 
specified  at  §  412.348(g)(1),  eligible  hospitals 
include  SCHs,  urban  hospitals  with  at  least 
100  beds  that  have  a  disproportionate  share 
percentage  of  at  least  20.2  percent  or  qualify 
for  DSH  payments  under  §412. 106(c)(2),  and 
hospitals  with  a  combined  Medicare  and 
Medicaid  inpatient  utilization  of  at  least  70 
percent.  An  eligible  hospital  may  receive 
special  exceptions  payments  if  it  meets  the 
following  criteria;  (1)  a  project  need 
requirement  as  described  at  §  412.348(g)(2), 
which,  in  the  case  of  certain  urban  hospitals, 
includes  an  excess  capacity  test  as  described 
at  §  412.348(g)(4);  (2)  an  age  of  assets  test  as 
described  at  §  412.348(g)(3);  and  (3)  a  project 
size  requirement  as  described  at 
§  412.348(g)(5). 

Based  on  information  compiled  from  our 
fiscal  intermediaries  and  MACs,  six  hospitals 
have  qualified  for  special  exceptions 
payments  under  §  412.348(g).  One  of  these 
hospitals  closed  in  May  2005.  Because  we 
have  cost  reports  ending  in  FY  2007  for  four 
of  these  five  hospitals,  we  calculated  the 
adjustment  based  on  actual  cost  experience. 
(We  note  that  the  one  hospital  for  which  we 
do  not  have  FY  2007  cost  report  data  has  had 
zero  special  exception  payments  for  all 
available  past  cost  reports.  Consequently,  we 
expect  that  this  hospital  would  not  have  any 
special  exceptions  payments  in  FY  2007,  and 
tbe  lack  of  tbis  hospital’s  FY  2007  cost  report 
data  would  not  distort  the  calculation  of  the 
adjustment.)  Using  data  from  cost  reports 
ending  in  FY  2007  from  the  June  2009  update 
of  the  HCRIS  data,  we  divided  the  capital 
special  exceptions  payment  amounts  for  the 
four  available  hospitals  that  qualified  for 
special  exceptions  by  the  total  capital  PPS 
payment  amounts  (including  special 
exception  payments)  for  all  hospitals.  Based 
on  the  data  from  cost  reports  ending  in  FY 
2007,  this  ratio  is  rounded  to  0.0002.  We  also 
computed  the  ratio  for  FYs  2005  and  2006, 
which  rounds  to  0.0002.  Based  on  these  data, 
we  are  making  an  adjustment  of  0.0002. 
Because  special  exceptions  are  budget 
neutral,  we  offset  the  capital  Federal  rate  by 
0.02  percent  for  special  exceptions  payments 
for  FY  2010.  Therefore,  the  exceptions 
adjustment  factor  is  equal  to  0.9998  (1 — 
0.0002)  to  account  for  special  exceptions 
payments  in  FY  2010. 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48773),  we  estimated  that  total  (special) 
exceptions  payments  for  FY  2009  would 
equal  0.01  percent  of  aggregate  payments 
based  on  the  capital  Federal  rate.  Therefore, 


we  applied  an  exceptions  adjustment  factor 
of  0.9999  (1  -  0.0001)  to  determine  the  FY 

2009  Capital  Federal  rate.  As  we  stated  above, 
we  are  applying  an  exceptions  payment 
adjustment  factor  of  0.9998  (1  -0.0002)  to  the 
capital  Federal  rate  for  FY  2010  based  on  our 
estimate  that  exceptions  payments  in  FY 

2010  will  equal  0.02  percent  of  aggregate 
payments  based  on  the  FY  2010  capital 
Federal  rate.  The  exceptions  reduction 
factors  are  not  built  permanently  into  the 
capital  rates;  that  is,  the  factors  are  not 
applied  cumulatively  in  determining  the 
capital  Federal  rate.  Therefore,  the  net 
change  in  the  exceptions  adjustment  factor 
used  in  determining  the  FY  2010  capital 
Federal  rate  is  0.9999  (0.9998/0.9999). 

5.  Capital  Standard  Federal  Rate  for  FY  2010 

For  FY  2009,  we  established  a  final  capital 
Federal  rate  of  $424.17  (73  FR  57891).  We  are 
establishing  an  update  of  1.4  percent  in 
determining  the  FY  2010  capital  Federal  rate 
for  all  hospitals.  As  a  result  of  the  1.4  percent 
update  and  other  budget  neutrality  factors 
discussed  above,  we  are  establishing  a 
national  capital  Federal  rate  of  $430.15  for 
FY  2010.  The  national  capital  Federal  rate  for 
FY  2010  was  calculated  as  follows: 

•  The  FY  2010  update  factor  is  1.0140,  that 
is,  the  update  is  1.4  percent. 

•  The  FY  2010  budget  neutrality 
adjustment  factor  that  is  applied  to  the 
capital  standard  Federal  payment  rate  for 
changes  in  the  MS-DRG  classifications  and 
relative  weights  and  changes  in  the  GAFs  is 
0.9990. 

•  The  FY  2010  outlier  adjustment  factor  is 
0.9477. 

•  The  FY  2010  (special)  exceptions 
payment  adjustment  factor  is  0.9998. 

Because  tbe  capital  Federal  rate  has 
already  been  adjusted  for  differences  in  case- 
mix,  wages,  cost-of-living,  indirect  medical 
education  costs,  and  payments  to  hospitals 
serving  a  disproportionate  share  of  low- 
income  patients,  we  did  not  make  additional 
adjustments  in  the  capital  standard  Federal 
rate  for  these  factors,  other  than  the  budget 
neutrality  factor  for  changes  in  the  MS-DRG 
classifications  and  relative  weights  and  for 
changes  in  the  GAFs. 

We  are  providing  the  following  chart  that 
shows  how  each  of  the  factors  and 
adjustments  for  FY  2010  affected  the 
computation  of  the  FY  2010  national  capital 
Federal  rate  in  comparison  to  the  FY  2009 
national  capital  Federal  rate.  The  FY  2010 
update  factor  has  the  effect  of  increasing  the 
capital  Federal  rate  by  1.4  percent  compared 
to  the  FY  2009  capital  Federal  rate.  The  GAF/ 
DRG  budget  neutrality  factor  has  the  effect  of 
decreasing  the  capital  Federal  rate  by  0.10 
percent.  The  FY  2010  outlier  adjustment 
factor  has  the  effect  of  increasing  the  capital 
Federal  rate  by  0.13  percent  compared  to  the 
FY  2009  capital  Federal  rate.  The  FY  2010 
exceptions  payment  adjustment  factor  has 
the  effect  of  decreasing  the  capital  Federal 
rate  by  0.01  percent  compared  to  the  FY  2009 
capital  Federal  rate.  (As  discussed  in  section 
VI.E.l.  of  the  preamble  of  this  final  rule,  we 
are  not  applying  an  additional  adjustment  to 
the  FY  2010  capital  Federal  rate  for  changes 
in  documentation  and  coding  that  do  not 
reflect  real  changes  in  patients’  severity  of 
illness.  A  permanent  cumulative  adjustment 
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of  - 1.5  percent  (that  is,  a  factor  of  0.985)  was  and  coding  that  do  not  reflect  real  changes  national  capital  Federal  rate  by 

applied  in  determining  the  FY  2009  capital  in  patients’  severity  of  illness.)  The  combined  approximately  1.4  percent  compared  to  the 

Federal  rate  for  changes  in  documentation  effect  of  all  the  changes  will  increase  the  FT  2009  national  capital  Federal  rate. 


Comparison  of  Factors  and  Adjustments:  FY  2009  Capital  Federal  Rate  and  FY  2010  Capital  Federal  Rate 


h 

FY  2009 

FY  2010 

Change 

Percent 

change 

Update  Factor 1  . 

1.0090 

1.0140 

1.0140 

GAF/DRG  Adjustment  Factor 1  . 

1.0015 

0.9990 

Outlier  Adjustment  Factor2 . 

0.9465 

0.9477 

Exceptions  Adjustment  Factor2 . 

0.9999 

0.9998 

0.9999 

MS-DRG  Documentation  and  Coding  Adjustment  Factor . 

0.985 

1.0000 

Capital  Federal  Rate . 

$424.17 

$430.20 

1  The  update  factor  and  the  GAF/DRG  budget  neutrality  factors  are  built  permanently  into  the  capital  rates.  Thus,  for  example,  the  incremental 
change  from  FY  2009  to  FY  2010  resulting  from  the  application  of  the  0.9990  GAF/DRG  budget  neutrality  factor  for  FY  2010  is  0.9990. 

2 The  outlier  reduction  factor  and  tne  exceptions  adjustment  factor  are  not  built  permanently  into  the  capital  rates;  that  is,  these  factors  are  not 
applied  cumulatively  in  determining  the  capital  rates.  Thus,  for  example,  the  net  change  resulting  from  the  application  of  the  FY  2010  outlier  ad¬ 
justment  factor  is  0.9477/0.9465,  or  1.0013. 


We  also  are  providing  the  following  chart  Federal  rate  differs  from  the  proposed  FY  FY  2010  IPPS/RY  2010  LTCH  PPS  proposed 

that  shows  how  the  final  FY  2010  capital  2010  capital  Federal  rates  as  presented  in  the  rule  (74  FR  24258). 

Comparison  of  Factors  and  Adjustments:  Proposed  FY  2010  Capital  Federal  Rate  and  Final  FY  2010 

Capital  Federal  Rate 


h 

Proposed 

FY  2010 

Final 

FY  2010 

Change 

Percent 

Change 

Update  Factor . 

1.0120 

1.0140 

0.20 

GAF/DRG  Adjustment  Factor  . . 

0.9994 

0.9996 

-0.04 

Outlier  Adjustment  Factor . . 

0.9454 

0.24 

Exceptions  Adjustment  Factor . 

0.9998 

0.9999 

MS-DRG  Upcoding  Adjustment  Factor . 

0.9670 

1.0341 

3.41 

Capital  Federal  Rate . 

$420.67 

$430.20 

2  27 

6.  Special  Capital  Rate  for  Puerto  Rico 
Hospitals 

Section  412.374  provides  for  the  use  of  a 
blended  payment  system  for  payments  to 
hospitals  located  in  Puerto  Rico  under  the 
PPS  for  acute  care  hospital  inpatient  capital- 
related  costs.  Accordingly,  under  the  capital 
PPS,  we  compute  a  separate  payment  rate 
specific  to  hospitals  located  in  Puerto  Rico 
using  the  same  methodology  used  to  compute 
the  national  Federal  rate  for  capital-related 
costs.  Under  the  broad  authority  of  section 
1886(g)  of  the  Act,  as  discussed  in  section  VI. 
of  the  preamble  of  this  final  rule,  beginning 
with  discharges  occurring  on  or  after  October 
1,  2004,  capital  payments  to  hospitals  located 
in  Puerto  Rico  are  based  on  a  blend  of  25 
percent  of  the  Puerto  Rico  capital  rate  and  75 
percent  of  the  capital  Federal  rate.  The 
Puerto  Rico  capital  rate  is  derived  from  the 
costs  of  Puerto  Rico  hospitals  only,  while  the 
capital  Federal  rate  is  derived  from  the  costs 
of  all  acute  care  hospitals  participating  in  the 
IPPS  (including  Puerto  Rico). 

To  adjust  hospitals’  capital  payments  for 
geographic  variations  in  capital  costs,  we 
apply  a  GAF  to  both  portions  of  the  blended 
capital  rate.  The  GAF  is  calculated  using  the 
operating  IPPS  wage  index,  and  varies 
depending  on  the  labor  market  area  or  rural 
area  in  which  the  hospital  is  located.  We  use 
the  Puerto  Rico  wage  index  to  determine  the 
GAF  for  the  Puerto  Rico  part  of  the  capital- 
blended  rate  and  the  national  wage  index  to 
determine  the  GAF  for  the  national  part  of 
the  blended  capital  rate. 


Because  we  implemented  a  separate  GAF 
for  Puerto  Rico  in  FY  1998,  we  also  apply 
separate  budget  neutrality  adjustments  for 
the  national  GAF  and  for  the  Puerto  Rico 
GAF.  However,  we  apply  the  same  budget 
neutrality  factor  for  DRG  reclassifications  and 
recalibration  nationally  and  for  Puerto  Rico. 
As  we  stated  in  section  HI.A.4.  of  this 
Addendum,  both  the  national  GAF  budget 
neutrality  factor  and  the  DRG  adjustment  are 
0.9995,  for  a  combined  cumulative 
adjustment  of  0.9990. 

In  computing  the  payment  for  a  particular 
Puerto  Rico  hospital,  the  Puerto  Rico  portion 
of  the  capital  rate  (25  percent)  is  multiplied 
by  the  Puerto  Rico-specific  GAF  for  the  labor 
market  area  in  which  the  hospital  is  located, 
and  the  national  portion  of  the  capital  rate 
(75  percent)  is  multiplied  by  the  national 
GAF  for  the  labor  market  area  in  which  the 
hospital  is  located  (which  is  computed  from 
national  data  for  all  hospitals  in  the  United 
States  and  Puerto  Rico).  In  FY  1998,  we 
implemented  a  17.78  percent  reduction  to  the 
Puerto  Rico  capital  rate  as  a  result  of  Public 
Law  105-33.  In  FY  2003,  a  small  part  of  that 
reduction  was  restored. 

For  FY  2009,  before  application  of  the 
GAF,  the  special  capital  rate  for  hospitals 
located  in  Puerto  Rico  is  $198.77  for 
discharges  occurring  on  or  after  October  1, 
2008,  through  September  30,  2009  (73  FR 
57893).  Consistent  with  our  development  of 
the  FY  2009  Puerto  Rico-specific  operating 
standardized  amount,  we  did  not  apply  the 
additional  —  0.9  percent  documentation  and 


coding  adjustment  (or  the1  cumulative  — 1.5 
percent  adjustment)  to  the  FY  2009  Puerto 
Rico-specific  capital  rate.  We  also  noted  in 
the  FY  2009  IPPS  final  rule  (73  FR  48449  * 

through  48550)  that  we  may  propose  to  apply 
such  an  adjustment  to  the  Puerto  Rico 
operating  and  capital  rates  in  the  future. 

With  the  changes  we  made  to  the  other 
factors  used  to  determine  the  capital  rate,  the 
FY  2010  special  capital  rate  for  hospitals  in 
Puerto  Rico  is  $204.01.  As  noted  above  and 
discussed  in  greater  detail  in  section  VI.E.l.' 
of  the  preamble  of  this  final  rule,  consistent 
with  our  development  of  the  Puerto  Rico- 
specific  operating  standardized  amount,  we 
are  not  applying  an  adjustment  to  account  for 
changes  in  documentation  and  coding  that 
resulted  from  the  adoption  of  the  MS-DRGs 
in  determining  the  FY  2010  Puerto  Rico- 
specific  capital  rate. 

B.  Calculation  of  the  Inpatient  Capital- 
Related  Prospective  Payments  for  FY  201 0 

Because  the  10-year  capital  PPS  transition 
period  ended  in  FY  2001,  all  hospitals 
(except  “new”  hospitals  under  §  412.324(b) 
and  under  §  412.304^c)(2))  are  paid  based  on 
100  percent  of  the  capital  Federal  rate  in  FY 
2010. 

For  purposes  of  calculating  payments  for 
each  discharge  during  FY  2010,  the  capital 
standard  Federal  rate  is  adjusted  as  follows: 
(Standard  Federal  Rate)  x  (DRG  weight)  x 
(GAF)  x  (COLA  for  hospitals  located  in 
Alaska  and  Hawaii)  x  (1  +  DSH  Adjustment 
Factor  +  IME  Adjustment  Factor,  if 
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applicable).  The  result  is  the  adjusted  capital 
Federal  rate.  (As  discussed  in  section  VI.E.l. 
of  this  preamble  of  this  final  rule,  at  this 
time,  we  are  no  longer  eliminating  the  IME 
adjustment  under  the  capital  IPPS.) 

Hospitals  also  may  receive  outlier 
payments  for  those  cases  that  qualify  under 
the  thresholds  established  for  each  fiscal 
year.  Section  412.312(c)  provides  for  a  single 
set  of  thresholds  to  identify  outlier  cases  for 
both  inpatient  operating  and  inpatient 
capital-related  payments.  The  outlier 
thresholds  for  FY  2010  are  in  section  II.A.  of 
this  Addendum.  For  FY  2010,  a  case  will 
qualify  as  a  cost  outlier  if  the  cost  for  the  case 
plus  the  (operating)  IME  and  DSH  payments 
is  greater  than  the  prospective  payment  rate 
for  the  MS-DRG  plus  the  fixed-loss  amount 
of  $23,140. 

An  eligible  hospital  may  also  qualify  for  a 
special  exceptions  payment  under 
§  412.348(g)  up  through  the  10th  year  beyond 
the  end  of  the  capital  transition  period  if  it 
meets  the  following  criteria:  (1)  A  project 
need  requirement  described  at 
§  412.348(g)(2),  which  in  the  case  of  certain 
urban  hospitals  includes  an  excess  capacity 
test  as  described  at  §  412.348(g)(4);  and  (2)  a 
project  size  requirement  as  described  at 
§  412.348(g)(5).  Eligible  hospitals  include 
SCHs,  urban  hospitals  with  at  least  100  beds 
that  have  a  DSHlpatient  percentage  of  at  least 
20.2  percent  or  quality  for  DSH  payments 
under  §  412.106(c)(2),  and  hospitals  that  have 
a  combined  Medicare  and  Medicaid  inpatient 
utilization  of  at  least  70  percent.  Under 
§  412.348(g)(8),  the  amount  of  a  special 
exceptions  payment  is  determined  by 
comparing  the  cumulative  payment^  made  to 
the  hospital  under  the  capital  PPS  to  the 
cumulative  minimum  payment  level.  This 
amount  is  offset  by:  (1)  Any  amount  by 
which  a  hospital’s  cumulative  capital 
payments  exceed  its  cumulative  minimum 
payment  levels  applicable  under  the  regular 
exceptions  process  for  cost  reporting  periods 
beginning  during  which  the  hospital  has 
been  subject  to  the  capital  PPS;  and  (2)  any 
amount  by  which  a  hospital’s  current  year 
operating  and  capital  payments  (excluding  75 
percent  of  operating  DSH  payments)  exceed 
its  operating  and  capital  costs.  Under 
§  412.348(g)(6),  the  minimum  payment  level 
is  70  percent  for  all  eligible  hospitals. 

Currently,  as  provided  in  §  412.304(c)(2), 
we  pay  a  new  hospital  85  percent  of  its 
reasonable  costs  during  the  first  2  years  of 
operation  unless  it  elects  to  receive  payment 
based  on  100  percent  of  the  capital  Federal 
rate.  Effective  with  the  third  year  of 
operation,  we  pay  the  hospital  based  on  100 
percent  of  the  capital  Federal  rate  (that  is,  the 
same  methodology  used  to  pay  all  other 
hospitals  subject  to  the  capital  PPS). 

C.  Capital  Input  Price  Index 
1.  Background 

Like  the  operating  input  price  index,  the 
capital  input  price  index  (CIPI)  is.a  fixed- 
weight  price  index  that  measures  the  price 
changes  associated  with  capital  costs  during 
a  given  year.  The  CIPI  differs  from  the 
operating  input  price  index  in  one  important 
aspect — the  CIPI  reflects  the  vintage  nature  of 
capital,  which  is  the  acquisition  and  use  of 
capital  over  time.  Capital  expenses  in  any 


given  year  are  determined  by  the  stock  of 
capital  in  that  year  (that  is,  capital  that 
remains  on  hand  from  all  current  and  prior 
capital  acquisitions).  An  index  measuring 
capital  price  changes  needs  to  reflect  this  ' 
vintage  nature  of  capital.  Therefore,  the  CIPI 
was  developed  to  capture  the  vintage  nature 
of  capital  by  using  a  weighted-average  of  past 
capital  purchase  prices  up  to  and  including 
the  current  year. 

We  periodically  update  the  base  year  for 
the  operating  and  capital  input  price  indexes 
to  reflect  the  changing  composition  of  inputs 
for  operating  and  capital  expenses.  In  this 
final  rule,  we  rebased  and  revised  the  CIPI  to 
a  FY  2006  base  year  to  reflect  the  more 
current  structure  of  capital  costs  in  hospitals. 
A  complete  discussion  of  this  rebasing  is 
provided  in  section  IV.D.  of  the  preamble  of 
this  final  rule.  The  CIPI  was  last  rebased  to 
FY  2002  in  the  FY  2006  IPPS  final  rule  (70 
FR  47387). 

2.  Forecast  of  the  CIPI  for  FY  2010 

Based  on  the  latest  forecast  by  IHS  Global 
Insight,  Inc.  (second  quarter  of  2009),  we 
forecast  the  FY  2006-based  CIPI  to  increase 
1.4  percent  in  FY  2010.  This  reflects  a 
projected  1.8  percent  increase  in  vintage- 
weighted  depreciation  prices  (building  and 
fixed  equipment,  and  movable  equipment), 
and  a  2.0  percent  increase  in  other  capital 
expense  prices  in  FY  2010,  partially  offset  by 
2.1  percent  decline  in  vintage-weighted 
interest  expenses  in  FY  2010.  The  weighted 
average  of  these  three  factors  produces  the 
1.4  percent  increase  for  the  FY  2006-based 
CIPI  as  a  whole  in  FY  2010. 

IV.  Changes  to  Payment  Rates  for  Excluded 
Hospitals:  Rate-of-Increase  Percentages 

Historically,  hospitals  and  hospital  units 
excluded  from  the  prospective  payment 
system  received  payment  for  inpatient 
hospital  services  they  furnished  on  the  basis 
of  reasonable  costs,  subject  to  a  rate-of- 
increase  ceiling.  An  annual  per  discharge 
limit  (the  target  amount  as  defined  in 
§  413.40(a))  was  set  for  each  hospital  or 
hospital  unit  based  on  the  hospital’s  own 
cost  experience  in  its  base  year.  The  target 
amount  was  multiplied  by  the  Medicare 
discharges  and  applied  as  an  aggregate  upper 
limit  (the  ceiling  as  defined  in  §  413.40(a))  on 
total  inpatient  operating  costs  for  a  hospital’s 
cost  reporting  period.  Prior  to  October  1, 
1997,  these  payment  provisions  applied 
consistently  to  all  categories  of  excluded 
providers  (rehabilitation  hospitals  and  units 
(now  referred  to  as  IRFs),  psychiatric 
hospitals  and  units  (now  referred  to  as  IPFs), 
LTCHs,  children’s  hospitals,  and  cancer 
hospitals). 

Payments  for  services  furnished  in 
children’s  hospitals  and  cancer  hospitals  that 
are  excluded  from  the  IPPS  continue  to  be 
subject  to  the  rate-of-increase  ceiling  based 
on  the  hospital’s  own  historical  cost 
experience.  (We  note  that,  in  accordance 
with  §  403.752(a),  RNHCIs  are  also  subject  to 
the  rate-of-increase  limits  established  under 
§  413.40  of  the  regulations.) 

In  the  FY  2010  EPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  proposed  that  the  FY  2010 
rate-of-increase  percentage  for  cancer  and 
children’s  hospitals  and  RNHCIs  was  the 
percentage  increase  in  the  FY  2010  IPPS 


operating  market  basket,  estimated  to  be  2.1 
percent,  in  accordance  with  applicable 
regulations  at  §413.40.  We  also  proposed  to 
use  more  recent  data  when  determining  the 
estimated  percentage  increase  for  the  FY 
2010  IPPS  market  basket  for  the  final  rule,  to 
the  extent  these  data  were  available.  For  this 
final  rule,  we  are  using  the  most  recent  data 
available  to  determine  the  FY  2010  IPPS 
operating  market  basket.  Based  on  IHS  Global 
Insight,  Inc.’s  second  quarter  2009  forecast, 
with  historical  data  through  the  2009  first 
quarter,  the  IPPS  operating  market  basket 
increase  is  2.1  percent  for  FY  2010. 

Therefore,  for  cancer  and  children’s  hospitals 
and  RNHCIs,  the  FY  2010  rate-of-increase 
percentage  that  is  applied  to  the  FY  2009 
target  amounts  in  order  to  determine  the  FY 
2010  target  amounts  is  2.1  percent. 

IRFs,  IPFs,  and  LTCHs  were  previously 
paid  under  the  reasonable  cost  methodology. 
However,  the  statute  was  amended  to  provide 
for  the  implementation  of  prospective 
payment  systems  for  IRFs,  IPFs,  and  LTCHs. 

In  general,  the  prospective  payment  systems 
for  IRFs,  IPFs,  and  LTCHs  provide 
transitioning  periods  of  varying  lengths  of 
time  during  which  a  portion  of  the 
prospective  payment  is  based  on  cost-based 
reimbursement  rules  under  42  CFR  part  413 
(certain  providers  do  not  receive  a 
transitioning  period  or  may  elect  to  bypass 
the  transition  as  applicable  under  42  CFR 
part  412,  Subparts  N,  O,  and  P.)  We  note  that 
all  of  the  various  transitioning  periods 
provided  for  under  the  IRF  PPS,  the  IPF  PPS, 
and  the  LTCH  PPS  have  ended. 

The  IRF  PPS,  the  IPF  PPS,  and  the  LTCH 
PPS  are  updated  annually.  We  refer  readers 
to  section  VIII.  of  the  preamble  and  section 
V.  of  the  Addendum  to  this  final  rule  for  the 
update  changes  to  the  Federal  payment  rates 
for  LTCHs  under  the  LTCH  PPS  for  RY  2010. 
The  annual  updates  for  the  IRF  PPS  and  the 
IPF  PPS  are  issued  by  the  agency  in  separate 
Federal  Register  documents. 

V.  Changes  to  the  Payment  Rates  for  the 
LTCH  PPS  for  RY  2010 

A.  LTCH  PPS  Standard  Federal  Rate  for  FY 
2010 

1.  Background 

In  section  VIII.  of  the  preamble  of  this  final 
rule,  we  discuss  our  changes  to  the  payment 
rates,  factors,  and  specific  policies  under  the 
LTCH  PPS  for  RY  2010.  At  §412.523(c)(3)(ii) 
of  the  regulations,  for  LTCH  PPS  rate  years 
beginning  RY  2004  through  RY  2006,  we 
updated  the  standard  Federal  rate  by  a  rate 
increase  factor  to  adjust  for  the  most  recent 
estimate  of  the  increases  in  prices  of  an 
appropriate  market  basket  of  goods  and 
services  for  LTCHs.  We  established  that 
policy  of  annually  updating  the  standard 
Federal  rate  because,  at  that  time,  we 
believed  that  was  the  most  appropriate 
method  for  updating  the  LTCH  PPS  standard 
Federal  rate  annually  for  years  after  the 
initial  implementation  of  the  LTCH  PPS  in 
FY  2003.  When  we  moved  the  date  of  the 
annual  update  of  the  LTCH  PPS  from  October 
1  to  July  1  in  the  RY  2004  LTCH  PPS  final 
rule  (68  FR  34138),  we  revised  §  412.523(c)(3) 
to  specify  that,  for  LTCH  PPS  rate  years 
beginning  on  or  after  July  1,  2003,  the  annual 
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update  to  the  standard  Federal  rate  for  the 
LTCH  PPS  would  be  equal  to  the  previous 
rate  year’s  Federal  rate  updated  by  the  most 
recent  estimate  of  increases  in  the 
appropriate  market  basket  of  goods  and 
services  included  in  covered  inpatient  LTCH 
services.  At  that  time,  we  believed  that  was. 
the  most  appropriate  method  for  updating  the 
LTCH  PPS  standard  Federal  rate  annually  for 
years  after  RY  2004. 

In  the  RY  2007  LTCH  PPS  final  rule  (71  FR 
27818),  we  explained  that  rather  than  solely 
using  the  most  recent  estimate  of  the  LTCH 
PPS  market  basket  as  the  basis  of  the  update 
factor  for  the  standard  Federal  rate  for  RY 
2007,  we  believed  that,  based  on  our  ongoing 
monitoring  activity,  it  was  appropriate  to 
adjust  the  standard  Federal  rate  to  account 
for  the  changes  in  documentation  and  coding 
practices  (rather  than  patient  severity  of 
illness).  We  established  regulations  at 
§412.523(c)(3)(iii)  to  specify  that  the  update 
to  the  standard  Federal  rate  for  the  2007 
LTCH  PPS  rate  year  is  zero  percent.  This  was 
based  on  the  most  recent  estimate  of  the 
LTCH  PPS  market  basket  at  the  time,  which 
was  offset  by  an  adjustment  to  account  for 
changes  in  case-mix  in  prior  periods  due  to 
changes  in  documentation  and  coding  rather 
than  increased  patient  severity  of  illness  in 
FY  2004.  For  the  following  year,  we  also 
considered  changes  in  documentation  and 
coding  practices  rather  than  patient  severity 
of  illness  in  establishing  the  update  to  the 
standard  Federal  rate  for  the  2008  LTCH  PPS 
rate  year.  In  the  RY  2008  LTCH  PPS  final  rule 
(72  FR  26887  through  27890),  we  adjusted 
the  standard  Federal  rate  based  on  the  most 
recent  estimate  of  the  increase  in  the  market 
basket  (3.2  percent)  and  an  adjustment  to 
account  for  changes  in  documentation  and 
coding  practices  (2.49  percent)  in  FY  2005. 
Accordingly,  we  established  regulations  at 
§412.523(c)(3)(iv)  to  specify  that  the  update 
to  the  standard  Federal  rate  for  RY  2008  was 
0.71. percent. 

However,  Public  Law  110-173  (MMSEA), 
enacted  on  December  29,  2007,  contained  a 
provision  that  addressed  the  standard 
Federal  rate  for  RY  2008.  Specifically,  section 
114(e)(1)  of  Public  Law  110-173  provided 
that  under  the  added  section  1886(m)(2)  of 
the  Act,  the  standard  Federal  rate  for  RY 
2008  shall  be  the  same  as  the  standard 
Federal  rate  for  RY  2007.  In  addition,  section 
114(e)(2)  of  Public  Law  110-173  specifically 
stated  that  the  revised  standard  Federal  rate 
provided  for  under  section  114(e)(1)  “shall 
not  apply  to  discharges  occurring  on  or  after 
July  1,  2007,  and  before  April  1,  2008,” 
effectively  resulting  in  a  delay  of  the 
application  of  the  updated  standard  Federal 
rate  for  RY  2007  established  in  the  LTCH  PPS 
RY  2008  final  rule  (72  FR  26890).  We 
implemented  these  statutory  provisions  in  an 
interim  final  rule  with  comment  period  (73 
FR  24875  through  24877),  as  discussed  in 
further  detail  in  section  IX.  of  the  preamble 
of  this  final  rule.  Accordingly,  we  revised 
§412.523(c)(iv)  to  provide  that:  (1)  the 
standard  Federal  rate  for  the  LTCH  PPS  RY 
2008  is  the  same  as  the  standard  Federal  rate 
for  the  previous  LTCH  PPS  RY,  which  is  RY 
.2007;  and  (2)  for  discharges  occurring  on  or 
after  July  1,  2007,  and  before  April  1,  2008, 
payments  are  based  on  the  standard  Federal 


rate  for  LTCH  PPS  RY  2007,  updated  by  0.71 
percent.  Thus,  effectively,  the  standard 
Federal  rate  used  to  determine  LTCH  PPS 
payments  for  discharges  occurring  on  or  after 
July  1,  2007,  through  March  31,  2008,  is  the 
standard  Federal  rate  for  RY  2007  updated  by 
0.71  percent,  while  LTCH  PPS  payments  for 
discharges  occurring  from  April  1,  2008, 
through  June  30,  2008,  are  determined  based 
on  the  standard  Federal  rate  set  forth  in 
section  114(e)(1)  of  Public  Law  110-173  (that 
is,  the  same  standard  Federal  rate  as  the 
previous  rate  year  (RY  2007)). 

Consistent  with  our  historical  practice,  in 
the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26806),  we  updated  the  standard  Federal  rate 
from  the  previous  year  (that  is,  the  standard 
Federal  rate  for  RY  2008  as  established  by 
section  1886(m)(2)  of  the  Act)  to  determine 
the  standard  Federal  rate  for  RY  2009.  In  that 
same  final  rule,  under  the  broad  authority 
conferred  upon  the  Secretary  by  section  123 
of  the  BBRA  as  amended  by  section  307(b) 
of  the  BIPA,  we  established  an  annual,  update 
to  the  standard  Federal  rate  for  RY  2009 
based  on  the  most  recent  estimate  of  the 
increase  in  the  LTCH  PPS  market  basket  of 
3.6  percent  (for  the  15-month  rate  year, 
which  was  based  on  the  best  available  data 
at  that  time)  and  an  adjustment  of  -  0.9 
percent  to  account  for  the  increase  in  case- 
mix  in  a  prior  period  (FY  2006)  due  to 
changes  in  documentation  and  coding 
practices  rather  than  an  increase  in  patient 
severity  of  illness.  (As  noted  above,  we 
established  a  15-month  period  for  RY  2009 
(July  1,  2008  through  September  30,  2009)  in 
order  to  move  the  LTCH  PPS  annual  rate 
update  to  an  October  1  effective  date 
beginning  October  1,  2009.  We  refer  readers 
to  73  FR  26797  through  26798).  Accordingly, 
we  established  regulations  at 
§  412.523(c)(3)(v)  to  specify  that  the  update 
to  the  standard  Federal  rate  for  the  2009 
LTCH  PPS  rate  year  is  2.7  percent. 

2.  Development  of  the  RY  2010  LTCH  PPS 
Standard  Federal  Rate 
As  we  stated  in  the  FY  2010  IPPS/RY  2010 
proposed  rule  (74  FR  24261),  while  we 
continue  to  believe  that  an  update  to  the 
LTCH  PPS  standard  Federal  rate  should  be 
based  on  the  most  recent  estimate  of  the 
increase  in  the  LTCH  PPS  market  basket,  we 
also  believe  it  is  appropriate  that  the 
standard  Federal  rate  be  offset  by  an 
adjustment  to  account  for  any  changes  in 
documentation  and  coding  practices  that  do 
not  reflect  increased  patient  severity  of 
illness.  Such  an  adjustment  protects  the 
integrity  of  the  Medicare  Trust  Funds  by 
ensuring  that  the  LTCH  PPS  payment  rates 
better  reflect  the  true  costs  of  treating  LTCH 
patients.  Furthermore,  as  we  discussed  most 
recently  in  the  RY  2009  LTCH  final  rule  (73 
FR  26805),  we  did  not  establish  a  case-mix 
budget  neutrality  factor  (that  is,  a 
documentation  and  coding  adjustment  for 
changes  in  case-mix  that  are  not  due  to 
changes  in  patient  severity  of  illness)  for  the 
adoption  of  the  severity  adjusted  MS-LTC- 
DRG  patient  classification  system.  Rather,  we 
noted  that,  consistent  with  past  LTCH 
payment  policy,  we  would  continue  to 
monitor  LTCH  data  and  we  could  propose  to 
make  adjustments  when  updating  the  LTCH 
PPS  standard  Federal  rate  in  the  future  to 


account  for  changes  in  documentation  and 
coding  that  do  not  reflect  any  real  changes  in 
case-mix  during  these  years  that  we  are 
implementing  MS-LTC-DRGs. 

As  we  discussed  in  greater  detail  in  section 
VIII. C.3.  of  the  preamble  of  this  final  rule,  we 
performed  a  CMI  analysis  using  the  most 
recent  available  LTCH  claims  data  under 
both  the  current  MS-LTC-DRG  and  former 
CMS  LTC-DRG  patient  classification 
systems.  Based  on  this  evaluation,  in  the  FY 
2010  IPPS/RY  2010  LTCH  PPS  proposed  rule 
(74  FR  24229  through  24230),  we  determined 
that  there  was  a  total  increase  in  LTCH  CMI 
of  1.8  percent  due  to  changes  in 
documentation  and  coding  that  did  not 
reflect  real  changes  in  patient  severity  of 
illness  for  LTCH  discharges  occurring  in  FY 
2007  and  FY  2008.  Specifically,  our  analysis 
showed  an  increase  in  CMI  of  0.5  percent  in 
FY  2007  and  1.3  percent  in  FY  2008  due  to 
changes  in  documentation  and  coding  that 
did  not  reflect  increased  patient  severity  of 
illness  (or  costs).  As  we  discuss  in  section 
VIII.C.3.  of  the  preamble  of  this  final  rule,  we 
are  applying  a  -  0.5  percent  adjustment  to 
account  for  the  increase  in  case-mix  in  FY 

2007.  However,  we  are  delaying  the 
application  of  the  - 1.3  percent  adjustment 
to  account  for  the  increase  in  case-mix  in  FY 

2008. 

At  this  time,  the  most  recent  estimate  of 
the  increase  in  the  LTCH  PPS  market  basket 
(that  is,  the  FY  2002-based  RPL  market 
basket)  for  RY  2010  is  2.5  percent,  as 
discussed  in  section  VIII. B. 2.  of  the  preamble 
of  this  fin^l  rule  (compared  to  a  proposed 
increase  of  2.4  percent  in  the  proposed  rule). 
Consistent  with  our  historical  practice,  in 
this  final  rule,  as  proposed,  we  are  updating 
the  LTCH  PPS  standard  Federal  rate  for  RY 
2010  based  on  the  full  LTCH  PPS  market 
basket  increase  estimate  of  2.5  percent  and  an 
adjustment  to  account  for  the  increase  in 
case-mix  in  a  prior  periods  (FY  2007)  that 
resulted  from  changes  in  documentation  and 
coding  practices  of  0.5  percent.  Therefore, 
the  update  factor  to  the  standard  Federal  rate 
for  RY  2010  is  2.0  percent  (that  is,  we  are 
applying  a  factor  of  1.020  in  determining  the 
LTCH  PPS  standard  Federal  rate  for  RY  2010, 
calculated  as  1.025  x  1  divided  by  1.005  = 
1.020  or  2.0  percent).  That  is,  under  the 
broad  authority  conferred  upon  the  Secretary 
under  the  BBRA  and  the  BIPA  to  determine 
appropriate  updates  under  the  LTCH  PPS,  we 
are  specifying  under  §412.523{c)(3)(vi)  that, 
for  LTCH  discharges  occurring  on  or  after 
October  1,  2009,  and  on  or  before  September 
30,  2010,  the  standard  Federal  rate  from  the 
previous  year  will  be  updated  by  2.0  percent. 
Accordingly,  we  are  amending  §412.523  to 
add  a  new  paragraph  (c)(3)(vi)  to  specify  that 
the  standard  Federal  rate  for  RY  2010  is  the 
standard  Federal  rate  for  the  previous  rate 
year  updated  by  2.0  percent.  In  determining 
the  standard  Federal  rate  for  RY  2010,  we 
applied  the  1.020  update  factor  to  the  RY 
2009  Federal  rate  of  $39,114.36  (as 
established  in  the  RY  2009  LTCH  PPS  final 
rule  (73  FR  26812)).  Consequently,  the 
standard  Federal  rate  for  RY  2010  is 
$39,896.65. 
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B.  Adjustment  for  Area  Wage  Levels  Under 
the  LTCH  PPS  for  RY  2010 

1.  Background 

Under  the  authority  of  section  123  of  the 
BBRA  as  amended  by  section  307(b)  of  the 
BIPA,  we  established  an  adjustment  to  the 
LTCH  PPS  standard  Federal  rate  to  account 
for  differences  in  LTCH  area  wage  levels  at 
§  412.525(c).  The  labor-related  share  of  the 
LTCH  PPS  standard  Federal  rate  (discussed 
in  greater  detail  in  section  VIII.C.2.  of  the 
preamble  of  this  final  rule),  is  adjusted  to 
account  for  geographic  differences  in  area 
wage  levels  by  applying  the  applicable  LTCH 
PPS  wage  index.  The  applicable  LTCH  PPS 
wage  index  is  computed  using  wage  data 
from  inpatient  acute  care  hospitals  without 
regard  to  reclassification  under  section 
1886(d)(8)  or  section  1886(d)(10)  of  the  Act. 

As  we  discussed  in  the  August  30,  2002 
LTCH  PPS  final  rule  (67  FR  56015),  when  we 
implemented  the  LTCH  PPS,  we  established 
a  5-year  transition  to  the  full  wage  index 
adjustment.  The  wage  index  adjustment  was 
completely  phased-in  for  cost  reporting 
periods  beginning  in  FY  2007.  Therefore,  for 
cost  reporting  periods  beginning  on  or  after 
October  1,  2006,  the  applicable  LTCH  wage 
index  values  are  the  full  (five-fifths)  LTCH 
PPS  wage  index  values  calculated  based  on 
acute  care  hospital  inpatient  wage  index  data 
without  taking  into  account  geographic 
reclassification  under  section  1886(d)(8)  and 
section  1886(d)(10)  of  the  Act.  For  additional 
information  on  the  phase-in  of  the  wage 
index  adjustment  under  the  LTCH  PPS,  we 
refer  readers  to  the  August  30,  2002  LTCH 
PPS  final  rule  (67  FR  56017  through  56019) 
and  the  RY  2008  LTCH  PPS  final  rule  (72  FR 
26891). 

2.  Updates  to  the  Geographic  Classifications/ 
Labor  Market  Area  Definitions 

a.  Background 

As  discussed  in  the  August  30,  2002  LTCH 
PPS  final  rule,  which  implemented  the  LTCH 
PPS  (67  FR  56015  through  56019),  in 
establishing  an  adjustment  for  area  wage 
levels  under  §  412.525(c),  the  labor-related 
portion  of  a  LTCH’s  Federal  prospective 
payment  is  adjusted  by  using  an  appropriate 
wage  index  based  on  the  labor  market  area 
in  which  the  LTCH  is  located.  In  the  RY  2006 
LTCH  PPS  final  rule  (70  FR  24184  through 
24185),  in  regulations  at  §  412.525(c),  we 
revised  the  labor  market  area  definitions  used 
under  the  LTCH  PPS  effective  for  discharges 
occurring  on  or  after  July  1,  2005,  based  on 
the  Executive  OMB’s  CBSA  designations, 
which  are  based  on  2000  Census  data.  We 
made  this  revision  because  we  believe  that 
the  CBSA-based  labor  market  area  definitions 
will  ensure  that  the  LTCH  PPS  wage  index 
adjustment  most  appropriately  accounts  for 
and  reflects  the  relative  hospital  wage  levels 
in  the  geographic  area  of  the  hospital  as 
compared  to  the  national  average  hospital 
wage  level.  We  note  that  these  are  the  same 
CBSA-based  designations  implemented  for 
acute  care  hospitals  under  the  EPPS  at 
§  412.64(b),  effective  October  1,  2004  (69  FR 
49026  through  49034).  (For  further 
discussion  of  the  CBSA-based  labor  market 
area  (geographic  classification)  definitions 
currently  used  under  the  LTCH  PPS,  we  refer 


readers  to  the  RY  2006  LTCH  PPS  final  rule 
(70  FR  24182  through  24191).) 

'In  the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26814),  we  codified  the  definitions  of 
“urban”  and  “rural”  in  42  CFR  part  412, 
Subpart  O  (the  subpart  of  the  regulations 
specific  to  the  LTCH  PPS).  Prior  to  this 
codification,  the  application  of  the  wage 
index  adjustment  under  §  412.525(c)(2)  was 
made  oh  the  basis  of  the  location  of  the 
facility  in  either  an  urban  area  or  a  rural  area 
as  defined  in  §412.64(b)(l)(ii)(A)  through  (C) 
of  the  regulations,  which  apply  specifically 
to  the  IPPS.  Under  that  regulatory 
construction,  the  then  existing  §  412.525(c) 
indicated  that  the  terms  “rural  area”  and 
“urban  area”  were  defined  according  to  the 
definitions  of  those  terms  under  the  IPPS  in 
42  CFR  part  412,  Subpart  D.  In  that  same 
final  rule,  we  revised  §  412.525(c)  to  specify 
that  the  application  of  the  LTCH  PPS  wage 
index  adjustment  is  made  on  the  basis  of  the 
location  of  the  LTCH  in  either  an  urban  area 
or  a  rural  area  as  defined  in  §412.503 
because  we  believe  it  is  administratively 
simpler  to  have  the  LTCH  PPS  urban  and 
rural  labor  market  area  definitions  self- 
contained  in  the  regulations  of  the  subpart 
specific  to  the  LTCH  PPS  (§412.503)  rather 
than  specifying  a  cross-reference  to  the 
definitions  of  urban  area  and  rural  area  in  the 
IPPS  regulations  in  42  CFR  part  412,  Subpart 
D.  Thus,  under  §412.503,  for  discharges 
occurring  on  or  after  July  1,  2008,  an  “urban 
area”  under  the  LTCH  PPS  is  defined  as  a 
Metropolitan  Statistical  Area,  as  defined  by 
OMB  and  a  “rural  area”  is  defined  as  any 
area  outside  of  an  urban  area. 

In  addition,  in  the  RY  2009  LTCH  PPS  final 
rule  (73  FR  26813  through  26814),  we 
clarified  the  change  regarding  the  treatment 
of  Litchfield  County,  Connecticut  (CT),  and 
Merrimack  County,  New  Hampshire  (NH) 
CBSA-based  labor  market  area  definitions. 
Specifically,  we  discussed  that,  effective  for 
LTCH  PPS  discharges  occurring  on  or  after 
July  1,  2008,  Litchfield  County,  CT,  and 
Merrimack  County,  NH,  are  considered 
“rural”  and  are  no  longer  considered  as  being 
part  of  urban  CBSA  25540  (flartford-West 
Hartford-East  Hartford,  CT)  and  urban  CBSA 
31700  (Manchester-Nashua,  NH), 
respectively,  as  these  areas  had  been  in  the 
past  as  a  result  of  a  change  to  the  regulations 
at  §412.64(b)(l)(ii)(B)  established  in  the  FY 
2008  IPPS  final  rule  with  comment  period 
(72  FR  47337  through  47338).  In  making  this 
clarification,  we  noted  that  this  policy  is 
consistent  with  our  policy  of  not  taking  into 
account  IPPS  geographic  reclassifications  in 
determining-payments  under  the  LTCH  PPS. 
b.  Update  to  the  CBSA-Based  Labor  Market 
Area  Definitions 

The  CBSA-based  labor  market  area 
definitions  used  under  the  LTCH  PPS  were 
last  updated  in  the  RY  2009  LTCH  PPS  final 
rule  (73  FR  26812  through  26813)  based  on 
the  most  recent  OMB  bulletin  available  at 
that  time  (December  18,  2006;  OMB  Bulletin 
No.  07-01).  As  discussed  in  the  proposed 
rule  (74  FR  24262  through  24263),  since  that 
time,  there  have  been  two  OMB  bulletins 
announcing  revisions  to  the  CBSA 
designations,  and  under  the  broad  authority 
conferred  upon  the  Secretary  by  section  123 
of  the  BBRA,  as  amended  by  section  307(b) 


of  BIPA,  to  determine  appropriate 
adjustments  under  the  LTCH  PPS,  we 
proposed  to  apply  the  changes  from  those 
two  OMB  bulletins  to  the  current  CBSA- 
based  labor  market  area  definitions  and 
geographic  classifications  used  under  the 
LTCH  PPS,  effective  for  discharges  occurring 
on  or  after  October  1,  2009. 

We  did  not  receive  any  public  comments 
on  our  proposed  update  to  the  CBSA-based 
labor  market  area  definitions  used  under  the 
LTCH  PPS  for  RY  2010.  Therefore,  we  are 
adopting  those  proposed  changes  as  final  in 
this  final  rule.  Specifically,  for  RY  2010,  we 
are  establishing  the  following  updates  to  the 
LTCH  PPS  CBSA-based  labor  market  area 
definitions  and  geographic  classifications: 

First,  on  November  20,  2007,  OMB 
announced  the  revision  of  titles  for  eight 
urban  areas  (OMB  Bulletin  No.  08-01).  This 
OMB  bulletin  is  available  on  the  OMB  Web 
site  at:  http://www.whitehouse.gov/omb/ 
assets/omb/bulletins/fy2008/b08-01  .pdf.  The 
revised  titles  are  as  follows: 

•  Hammonton,  New  Jersey  qualifies  as  a 
new  principal  city  of  the  Atlantic  City,  New 
Jersey  CBSA.  The  new  title  is  Atlantic  City- 
Hammonton,  New  Jersey  CBSA  (CBSA 
12100). 

•  New  Brunswick,  New  Jersey,  located  in 
the  Edison,  New  Jersey  Metropolitan 
Division,  qualifies  as  a  new  principal  city  of 
the  New  York-  Northern  New  Jersey-Long 
Island,  New  York,  New  Jersey,  Pennsylvania 
CBSA.  The  new  title  for  the  Metropolitan 
Division  is  Edison-New  Brunswick,  New 
Jersey  CBSA  (CBSA  20764). 

•  Summerville,  South  Carolina  qualifies  as 
a  new  principal  city  of  the  Charleston-North 
Charleston,  South  Carolina  CBSA.  The  new 
title  is  Charleston-North  Charleston- 
Summerville,  South  Carolina  (CBSA  16700). 

•  Winter  Haven,  Florida  qualifies  as  a  new 
principal  city  of  the  Lakeland,  Florida  CBSA. 
The  new  title  is  Lakeland-Winter  Haven, 
Florida  (CBSA  29460). 

•  Bradenton,  Florida  replaces  Sarasota, 
Florida  as  the  most  populous  principal  city 
of  the  Sarasota-Bradenton-Venice,  Florida 
CBSA  (currently  CBSA  42260).  The  new  title 
is  Bradenton-Sarasota-Venice,  Florida.  The 
new  CBSA  code  is  14600. 

•  Frederick,  Maryland  replaces 
Gaithersburg,  Maryland  as  the  second  most 
populous  principal  city  in  the  Bethesda- 
Gaithersburg-Frederick,  Maryland  CBSA.  The 
new  title  is  Bethesda-Frederick-Gaithersburg, 
Maryland  (CBSA  13644). 

•  North  Myrtle  Beach,  South  Carolina 
replaces  Conway,  South  Carolina  as  the 
second  most  populous  principal  city  of  the 
Myrtle  Beach-Conway-North. Myrtle  Beach, 
South  Carolina  CBSA.  The  new  title  is  Myrtle 
Beach-North  Myrtle  Beach-Conway,  South 
Carolina  (CBSA  34820). 

•  Pasco,  Washington  replaces  Richland, 
Washington  as  the  second  most  populous 
principal  city  of  the  Kennewick-Richland- 
Pasco,  Washington  CBSA.  The  new  title  is 
Kennewick-Pasco-Richland,  Washington 
(CBSA  28420). 

In  this  final  rule,  under  the  broad  authority 
conferred  upon  the  Secretary  by  section  123 
of  the  BBRA,  as  amended  by  section  307(b) 
of  BIPA,  to  determine  appropriate 
adjustments  under  the  LTCH  PPS,  as 
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proposed,  we  are  applying  these  changes  to 
the  current  CBSA-based  labor  market  area 
definitions  and  geographic  classifications 
used  under  the  LTCH  PPS,  effective  for 
discharges  occurring  on  or  after  October  1 , 
2009  (to  the  extent  that  they  are  not  changed 
by  the  later  OMB  Bulletin  No.  90-1  discussed 
below).  We  believe  these  revisions  to  the 
LTCH  PPS  CBSA-based  labor  market  area 
definitions,  which  are  based  on  the  most 
recent  available  data,  will  ensure  that  the 
LTCH  PPS  wage  index  adjustment  most 
appropriately  accounts  for  and  reflects  the 
relative  hospital  wage  levels  in  the 
geographic  area  of  the  hospital  as  compared 
to  the  national  average  hospital  wage  level. 
Accordingly,  the  RY  2010  LTCH  PPS  wage 
index  values  presented  in  Tables  12A  and 
12B  in  the  Addendum  of  this  final  rule 
reflect  the  revisions  to  the  CBSA-based  labor 
market  area  definitions  described  above.  We 
note  that  the  eight  CBSA  title  revisions 
announced  in  OMB  Bulletin  No.  08-01  do 
not  change  the  composition  (constituent  < 
counties)  of  the  affected  CBS  As;  they  only 
revise  the  CBSA  titles  (and  do  not  change  the 
CBSA  codes  with  the  exception  of  the  change 
in  CBSA  code  42260  to  14600).  We  also  note 
that  these  revisions  were  applicable  under 
the  IPPS  beginning  October  1,  2008  (73  FR 
48575). 

Second,  on  November  20,  2008,  OMB 
announced  three  Mitropolitan  Statistical 
Areas  that  now  qualify  as  MSAs  and  changed 
the  principal  cities  and  titles  of  a  number  of 
CBSAs  and  a  Metropolitan  Division  (OMB 
Bulletin  No.  09-01).  This  OMB  bulletin  is 
available  on  the  OMB  Web  site  at:  http:// 
www.whitehouse.gov/omb/assets/omb/ 
bulletins/fy2009/09-01  .pdf.  The  new  urban 
CBSAs  are  as  follows; 

•  Cape  Girardeau-Jackson,  Missouri- 
Illinois  (CBSA  16020).  This  CBSA  is 
comprised  of  the  principal  cities  of  Cape 
Girardeau  and  Jackson,  Missouri  in 
Alexander  County,  Illinois;  Bollinger  County, 
Missouri,  and  Cape  Girardeau  County, 
Missouri. 

•  Manhattan,  Kansas  (CBSA  31740).  This 
CBSA  is  comprised  of  the  principal  city  of 
Manhattan,  Kansas  in  Geary  County, 
Pottawatomie  County,  and  Riley  County. 

•  Mankato-North  Mankato,  Minnesota 
(CBSA  31860).  This  CBSA  is  comprised  of 
the  principal  cities  of  Mankato  and  North 
Mankato,  Minnesota  in  Blue  Earth  County 
and  Nicollet  County. 

The  changes  in  the  principal  cities  and  the 
revised  titles  are  as  follows; 

•  Broomfield,  Colorado  qualifies  as  a  new 
principal  city  of  the  Denver-Aurora,  Florida 
CBSA.  The  new  title  is  Denver-Aurora- 
Broomfield,  Colorado  (CBSA  19740). 

•  Chapel  Hill,  North  Carolina  qualifies  as 
a  new  principal  city  of  the  Durham,  North 
Carolina  CBSA.  The  new  title  is  Durham- 
Chapel  Hill,  North  Carolina  (CBSA  20500). 

•  Chowchilla,  California  qualifies  as  a  new 
principal  city  of  the  Madera,  California 
CBSA.  The  new  title  is  Madera-Chowchilla, 
California  (CBSA  31460). 

•  Panama  City  Beach,  Florida  qualifies  as 

a  new  principal  city  of  the  Panama  City-Lynn 
Haven,  Florida  CBSA.  The  new  title  is 
Panama  City-Lynn  Haven-Panama  City 
Beach,  Florida  (CBSA  37460). 


•  East  Wenatchee,  Washington  qualifies  as- 
a  new  principal  city  of  the  Wenatchee, 
Washington  CBSA.  The  new  title  is 
Wenatchee-East  Wenatchee,  Washington 
(CBSA  48300). 

•  Rockville,  Maryland  replaces 
Gaithersburg,  Maryland  as  the  third  most 
populous  city  of  the  Bethesda-Frederick- 
Gaithersburg,  Maryland  Metropolitan 
Division.  The  new  title  is  Bethesda- 
Frederick-Rockville,  Maryland  Metropolitan 
Division  (CBSA  13644). 

In  this  final  rule,  under  the  broad  authority 
conferred  upon  the  Secretary  by  section  123 
of  the  BBRA,  as  amended  by  section  307(b) 
of  BIPA,  to  determine  appropriate 
adjustments  under  the  LTCH  PPS,  as 
proposed,  we  are  applying  these  changes  to 
the  current  CBSA-based  labor  market  area 
definitions  and  geographic  classifications 
used  under  the  LTCH  PPS  effective  for 
discharges  occurring  on  or  after  October  1, 
2009.  We  believe  these  revisions  to  the  LTCH 
PPS  CBSA-based  labor  market  area 
definitions,  which  are  based  on  the  most 
recent  available  data,  would  ensure  that  the 
LTCH  PPS  wage  index  adjustment  most 
appropriately  accounts  for  and  reflects  the 
relative  hospital  wage  levels  in  the 
geographic  area  of  the  hospital  as  compared 
to  the  national  average  hospital  wage  level. 
Accordingly,  the  RY  2010  LTCH  PPS  wage 
index  values  presented  in  Tables  12  A  and 
12B  in  the  Addendum  of  this  final  rule 
reflect  the  revisions  to  the  CBSA-based  labor 
market  area  definitions  described  above.  We 
note  that  the  six  CBSA  title  revisions  noted 
above  do  not  change  the  composition 
(constituent  counties)  of  the  affected  CBSAs; 
they  only  revise  the  CBSA  titles  (and  do  not 
change  the  CBSA  codes).  We  also  note  that 
we  are  currently  aware  of  only  one  LTCH 
located  in  one  of  the  three  new  CBSAs  (CBSA 
16020).  As  discussed  in  section  III.C.  of  the 
preamble  of  this  final  rule,  the  revisions  to 
the  CBSA-based  designations  are  also' 
adopted  under  the  IPPS  effective  beginning 
October  1,  2009. 

3.  LTCH  PPS  Labor-Related  Share 

As  noted  above  in  this  section,  under  the 
adjustment  for  difference  in  area  wage  levels 
at  §  412.525(c),  the  labor-related  share  of  a 
LTCH’s  PPS  payment  is  adjusted  by  the 
applicable  wage  index  for  the  labor  market 
area  in  which  the  LTCH  is  located. 
Specifically,  as  discussed  in  section 
VIII.C.2.d.  of  the  preamble  of  this  final  rule, 
the  LTCH  PPS  labor-related  share  is 
determined  by  our  actuaries  and  is  based  on 
data  for  the  labor-related  share  of  operating 
costs  and  capital  costs  of  the  FY  2002-based 
RPL  market  basket.  (Additional  background 
information  oh  the  historical  development  of 
the  labor-related  share  under  the  LTCH  PPS 
can  be  found  in  the  RY  2009  LTCH  PPS  final 
rule  (73  FR  26815).  In  the  RY  2007  final  rule 
(71  FR  27829  through  27830),  we  established 
a  labor-related  share  based  on  the  relative 
importance  of  the  labor-related  share  of 
operating  costs  (wages  and  salaries,  employee 
benefits,  professional  fees,  postal  services, 
and  all  other  labor-intensive  services)  and 
capital  costs  of  the  RPL  market  basket  based 
on  FY  2002  data,  as  they  are  the  best 
available  data  that  reflect  the  cost  structure 
of  LTCHs.  For  the  past  2. years  (RYs  2008  and 


2009),  we  updated  the  LTCH  PPS  labor- 
related  share  annually  based  on  the  latest 
available  data  for  the  RPL  market  basket.  For 
RY  2009,  the  labor-related  share  is  75.662 
percent,  as  established  in  the  RY  2009  LTCH 
PPS  final  rule  (73  FR  26815  through  26816), 
based  on  the  sum  of  the  relative  importance 
of  the  labor-related  share  of  operating  costs 
(wages  and  salaries,  employee  benefits, 
professional  fees,  and  all  other  labor- 
intensive  services)  and  a  labor-related 
portion  of  capital  costs  of  the  FY  2002-based 
RPL  market  basket  from  the  first  quarter  of 
2008  forecast  (the  most  recent  available  data 
at  that  time). 

As  discussed  in  section  VIII.C.  of  the 
preamble  of  this  final  rule  and  as  we 
proposed,  we  are  continuing  to  use  the  FY 
2002-based  RPL  market  basket  used  under 
the  LTCH  PPS  for  RY  2010.  Furthermore,  for 
RY  2010,  we  are  continuing  to  define  the 
LTCH  PPS  labor-related  share  as  the  national 
average  proportion  of  operating  costs  (wages 
and  salaries,  employee  benefits,  professional 
fees,  and  all  other  labor-intensive  services) 
and  a  labor-related  portion  of  capital  costs 
based  on  the  FY  2002-based  RPL  market 
basket.  (As  noted  above,  additional 
information  on  the  development  of  the  FY 
2002-based  RPL  market  basket  used  under 
the  LTCH  PPS  can  be  found  in  the  RY  2007 
LTCH  PPS  final  rule  (71  FR  27808  through 
27818).)  Accordingly,  consistent  with  our 
historical  practice  of  using  the  best  available 
data,  we  used  IHS  Global  Insight,  Inc.’s 
second  quarter  2009  forecast  of  the  FY  2002- 
based  RPL  market  basket  for  RY  2010  (in  the 
proposed  rule,  we  used  IHSUlobal  Insight, 
Inc’s  first  quarter  2009  forecast)  to  determine 
the  labor-related  share  for  the  LTCH  PPS  for 
RY  2010  that  will  be  effective  for  discharges 
occurring  on  or  after  October  1,  2009,  and 
through  September  30,  2010,  as  these  are  the 
most  recent  available  data.  As  shown  in  the 
chart  in  section  VIII.C.2.d.  of  the  preamble  of 
this  final  rule,  based  on  the  latest  available 
data  (and  the  authority  set  forth  in  section 
123  of  the  BBRA  as  amended  by  section 
307(b)  of  the  BIPA,  we  are  establishing  a 
labor-related  share  of  75.779  percent  under 
the  LTCH  PPS  for  the  RY  2010. 

4.  LTCH  PPS  Wage  Index  for  RY  2010 
Historically,  under  the  LTCH  PPS,  we  have 
established  LTCH  PPS  wage  index  values 
calculated  from  acute  care  IPPS  hospital 
wage  data  without  taking  into  account 
geographic  reclassification  under  sections 
1886(d)(8)  and  1886(d)(10)  of  the  Act.  As  we 
discussed  in  the  August  30,  2002  LTCH  PPS 
final  rule  (67  FR  56019),  hospitals  that  are 
excluded  from  the  IPPS  are  not  required  to 
provide  wage-related  information  on  the 
Medicare  cost  report.  Therefore,  we  would 
need  to  establish  instructions  for  the 
collection  of  these  LTCH  data  as  well  as 
develop  some  type  of  application  and 
determination  process  before  a  geographic 
reclassification  adjustment  under  the  LTCH 
PPS  could  be  implemented.  The  wage 
adjustment  established  under  the  LTCH  PPS 
is  based  on  a  LTCH’s  actual  location  without 
regard  to  the  urban  or  rural  designation  of 
any  related  or  affiliated  provider.  Acute  care 
hospital  inpatient  wage  index  data  are  also 
used  to  establish  the  wage  index  adjustment 
used  ih  other  Medicare  PPSa,  such  as  the  IRF 
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PPS,  the'IPF  PPS,  the  HHA  PPS,  and  the  SNF 
PPS. 

In  the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26816  through  26817),  we  established  LTCH 
PPS  wage  index  values  for  RY  2009 
calculated  from  the  same  data  collected  from 
cost  reports  submitted  by  IPPS  hospitals  for 
cost  reporting  periods  beginning  during  FY 
2004  that  were  used  to  compute  the  FY  2008 
acute  care  hospital  inpatient  wage  index  data 
without  taking  into  account  geographic 
reclassification  under  sections  1886(d)(8)  and 
1886(d)(10)  of  the  Act  because  these  were  the 
best  available  data  at  that  time.  The  LTCH 
PPS  wage  index  values  applicable  for 
discharges  occurring  on  or  after  July  1,  2008, 
through  September  30,  2009,  were  shown  in 
Table  1  (for  urban  areas)  and  Table  2  (for 
rural  areas)  in  the  Addendum  to  the  RY  2009 
LTCH  PPS  final  rule  (73  FR  26840  through 
26863). 

In  this  final  rule,  under  the  broad  authority 
conferred  upon  the  Secretary  by  section  123 
of  the  BBRA,  as  amended  by  section  307(b) 
of  BIPA,  to  determine  appropriate 
adjustments  under  the  LTCH  PPS  for  RY 
2010,  as  we  proposed,  we  used  the  same  data 
collected  from  cost  reports  submitted  by  IPPS 
hospitals  for  cost  reporting  periods  beginning 
during  FY  2006  that  are  being  used  to 
compute  the  FY  2010  acute  care  hospital 
inpatient  wage  index  data  without  taking  into 
account  geographic  reclassification  under 
sections  1886(d)(8)  and  1886(d)(10)  of  the 
Act  to  determine  the  applicable  wage  index 
values  under  the  LTCH  PPS  in  RY  2010 
because  these  data  (FY  2006)  are  the  most 
recent  complete  data  available  at  this  time. 
(We  note  that  due  to  the  change  in  the  annual 
LTCH  PPS  rate  year  update  cycle  from  July 
1  to  October  1,  effective  October  1,  2009, 
established  in  the  RY  2009  LTCH  PPS  final 
rule,  there  is  no  longer  a  lag-time  in  the 
availability  of  the  IPPS  hospital  wage  data 
used  to  develop  the  respective  wage  indices 
used  under  the  IPPS  and  LTCH  PPS. 
Consequently,  because  the  annual  update  to 
the  LTCH  PPS  and  the  IPPS  now  occurs  on 
October  1  of  each  year,  we  are  able  to 
calculate  wage  index  values  using  the  same 
wage  data  to  develop  the  LTCH  wage  index 
as  is  used  to  develop  the  IPPS  wage  index  in 
a  given  year.  Under  the  previous  July  1 
annual  LTCH  PPS  rate  year  update  cycle,  due 
to  the  lag-time  in  the  availability  of  data, 
there  was  a  1-year  lag-time  in  the  best  , 
available  IPPS  wage  data  to  develop  the 
LTCH  PPS  wage  index  each  year  (for 
example,  as  noted  above,  we  established  RY 
2009  LTCH  PPS  wage  index  values  from  the 
same  data  collected  from  FY  2004  IPPS 
hospital  cost  reports  that  were  used  to 
compute  the  FY  2008  IPPS  wage  index).  We 
are  continuing  to  use  IPPS  wage  data  as  a 
proxy  to  determine  the  LTCH  wage  index 
values  for  RY  2010  because  both  LTCHs  and 
acute  care  hospitals  are  required  to  meet  the 
same  certification  criteria  set  forth  in  section 
1861(e)  of  the  Act  to  participate  as  a  hospital 
in  the  Medicare  program  and  they  both 
compete  in  the  same  labor  markets  and, 
therefore,  experience  similar  wage-related 
costs.) 

We  also  note  that  using  the  IPPS  wage  data 
to  determine  the  RY  2010  LTCH  wage  index 
values  reflects  our  policy  under  the  IPPS 


beginning  in  FY  2008  that  apportions  the 
wage  data  for  multicampus  hospitals  that  are 
located  in  different  labor  market  areas 
(CBSAs)  to  each  CBSA  where  the  campuses 
are  located.  (For  additional  information,  we 
refer  readers  to  the  FY  2008  IPPS  final  rule 
with  comment  (72  FR  47317  through  47320), 
the  FY  2009  IPPS  final  rule  (73  FR  48582), 
and  section  IH.C.  of  the  preamble  of  this  final 
rule.)  Specifically,  for  the  RY  2010  LTCH  PPS 
wage  index  values,  which  are  computed  from 
IPPS  wage  data  submitted  by  hospitals  for 
cost  reporting  periods  beginning  in  FY  2006 
(which  are  used  to  determine  the  FY  2010 
IPPS  wage  index  discussed  in  section  III.F.  of 
the  preamble  of  this  final  rule),  we  allocated 
salaries  and  hours  to  the  campuses  of  three 
multicampus  hospitals  with  campuses  that 
are  located  in  different  labor  areas  that  are 
located  in  the  following  States: 

Massachusetts,  Illinois,  and  Michigan.  Thus, 
consistent  with  the  FY  2010  IPPS  wage 
index,  the  RY  2010  LTCH  PPS  wage  index 
values  for  the  following  CBSAs  will  be 
affected  by  this  policy:  Boston-Quincy,  MA 
(CBSA  14484);  Ifrovidence-New  Bedford- 
Falls  River,  RI-MA  (CBSA  39300);  Chicago- 
Naperville-Joliet,  IL  (CBSA  16974);  Lake 
County-Kenosha  County,  IL-WI  (CBSA 
29404);  Detroit-Livonia-Dearborn,  MI  (CBSA 
19804);  and  Warren-Troy-Farmington-Hills, 
MI  (CBSA  47644)  (reflected  in  Tables  12A 
and  12B  in  the  Addendum  of  this  final  rule). 

The  RY  2010  LTCH  PPS  wage  index  values 
were  computed  consistent  with  the  urban 
and  rural  geographic  classifications  (labor 
market  areas)  discussed  in  section  V.B.2.  of  . 
the  Addendum  of  this  final  rule  and 
consistent  with  the  pre-reclassified  IPPS 
wage  index  policy  (that  is,  our  historical 
policy  of  not  taking  into  account  IPPS 
geographic  reclassifications  in  determining 
payments  under  the  LTCH  PPS).  The  RY 
2010  wage  index  values  also  reflect  our 
methodology  for  establishing  wage  index 
values  in  urban  and  rural  areas  in  which 
there  are  no  IPPS  wage  data  from  which  to 
compute  a  wage  index  value  (as  described 
above  in  this  section). 

As  previously  noted,  in  the  RY  2009  LTCH 
PPS  final  rule  (73  FR  26817  through  26818), 
we  established  a  methodology  for 
determining  a  LTCH  PPS  wage  index  value 
for  areas  that  have  no  IPPS  wage  data.  Under 
this  methodology,  we  stated  that  each  year 
we  would  determine  a  wage  index  value  for 
any  area  in  which  there  is  no  IPPS  wage  data 
based  on  the  methodologies  described  in  that 
final  rule.  We  believe  it  is  appropriate  to 
establish  a  methodology  for  determining 
LTCH  PPS  wage  index  values  for  areas  with 
no  IPPS  wage  data,  if  necessary,  because  IPPS 
hospitals  may  open  or  close  at  any  time,  and 
therefore  the  number  of  areas  without  any 
IPPS  wage  data  may  change  from  year  to 
year.  Even  when  an  IPPS  hospital  opens  in 
an  area  where  there  are  currently  no  IPPS 
hospitals,  there  is  a  lag-time  between  the 
time  a  hospital  opens  or  becomes  an  IPPS 
provider  and  when  the  hospital’s  cost  report 
wage  data  are  available  to  include  in 
calculating  the  area  wage  index.  The  policies 
established  for  determining  LTCH  PPS  wage 
index  values  for  areas  with  no  IPPS  hospital 
wage  data  are  consistent  with  the 
methodologies  that  have  been  established 


under  other  Medicare  postacute  care  PPSs, 
such  as  SNF  and  HHA,  as  well  as  the  IPPS. 
Below  we  discuss  the  application  of  our 
established  methodology  for  determining  a 
LTCH  PPS  wage  index  value  for  RY  2010  for 
any  areas  in  which  there  is  no  IPPS  wage 
data  for  cost  reporting  periods  beginning 
during  FY  2006  (that  is,  for  the  areas  in 
which  there  is  no  data  in  the  IPPS  wage  data 
that  we  used  to  compute  the  RY  2010  LTCH 
PPS  wage  index). 

In  this  final  rule,  as  we  proposed,  we 
determined  RY  2010  LTCH  PPS  wage  index 
values  for  labor  market  areas  in  which  there 
is  no  IPPS  hospital  wage  data  from  which  to 
compute  a  wage  index  value  consistent  with 
the  methodology  we  established  in  the  RY 
2009  LTCH  PPS  final  rule  (73  FR  26817).  As 
was  the  case  in  RY  2009,  there  are  no  LTCHs 
located  in  labor  areas  where  there  is  no  IPPS 
hospital  wage  data  (or  IPPS  hospitals)  for  RY 
2010.  However,  we  continue  to  believe  it  is 
appropriate  to  calculate  LTCH  PPS  wage 
index  values  for  these  areas  using  our 
established  methodology  in  the  event  that  in 
the  future  a  LTCH  should  open  in  one  of 
those  areas. 

Therefore,  we  will  continue  to  determine  a 
LTCH  PPS  wage  index  value  for  urban 
CBSAs  with  no  IPPS  wage  data  by  using  an 
average  of  all  of  the  urban  areas  within  the 
State  to  serve  as  a  reasonable  proxy  for 
determining  the  LTCH  PPS  wage  index  for  an 
urban  area  without  specific  IPPS  hospital 
wage  index  data.  We  believe  that  an  average 
of  all  of  the  urban  areas  within  the  State  is 
a  reasonable  proxy  for  determining  the  LTCH 
PPS  wage  index  for  an  urban  area  in  the  State 
with  no  wage  data  because  it  is  based  on  pre- 
reclassified  IPPS  wage  data,  it  is  easy  to 
evaluate,  and  it  uses  the  most  geographically 
similar  relative  wage-related  costs  data 
available.  Furthermore,  as  noted  above,  this 
methodology  has  been  adopted  by  other 
Medicare  PPSs,  such  as  the  SNF  PPS  and  the 
HHA  PPS. 

Based  on  the  FY  2006  IPPS  wage  data  that 
we  used  to  determine  the  RY  2010  LTCH  PPS 
wage  index  values,  there  are  no  IPPS  wage 
data  for  the  urban  area  of  Hinesville-Fort 
Stewart,  GA  (CBSA  25980).  Consistent  with 
our  methodology  for  determining  a  LTCH 
PPS  wage  index  value  for  ujban  areas  with 
no  IPPS  wage  data  (discussed  above),  in  this 
final  rule,  we  calculated  the  RY  2010  wage 
index  value  for  CBSA  25980  as  the  average 
of  the  wage  index  values  for  all  of  the  other 
urban  areas  within  the  State  of  Georgia  (that 
is,  CBSAs  10500,  12020, 12060,  12260, 

15260, 16860,  17980,  19140,  23580,  31420, 
40660,  42340,  46660  and  47580)  (reflected  in 
Table  12A  of  the  Addendum  of  this  final 
rule).  (As  noted  above,  there  are  currently  no 
LTCHs  located  in  CBSA  25980.)  As  discussed 
in  the  RY  2009  final  rule  (73  FR  26817),  as 
IPPS  wage  data  are  dynamic,  it  is  possible 
that  urban  areas  without  IPPS  wage  data  will 
vary  in  the  future. 

As  we  proposed,  we  also  are  continuing  to 
determine  a  LTCH  PPS  wage  index  value  for 
rural  areas  with  no  IPPS  wage  data  using  the 
unweighted  average  of  the  wage  indices  from 
all  of  the  CBSAs  that  are  contiguous  to  the 
rural  counties  of  the  State  to  serve  as  a 
reasonable  proxy  in  determining  the  LTCH 
PPS  wage  index  for  a  rural  area  without 
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specific  IPPS  hospital  wage  index  data.  For 
this  purpose,  we  are  defining  “contiguous” 
as  sharing  a  border.  We  are  not  able  to  apply 
an  averaging  in  rural  areas  with  no  wage  data 
similar  to  what  we  are  doing  for  urban  areas 
with  no  wage  data  because  there  is  no  rural 
hospital  data  available  for  averaging  on  a 
statewide  basis.  We  believe  that  using  an 
unweighted  average  of  the  wage  indices  from 
all  of  the  CBSAs  that  are  contiguous  to  the 
rural  counties  of  the  State  is  a  reasonable 
proxy  for  determining  the  wage  index  for 
rural  areas  in  a  State  with  no  wage  data 
because  it  is  based  on  pre-reclassified  IPPS 
wage  data,  it  is  easy  to  evaluate,  and  it  uses 
the  most  geographically  similar  relative 
wage-related  costs  data  available. 

Based  on  the  FY  2006  IPPS  wage  data  that 
we  used  to  determine  the  RY  2010  LTCH  PPS 
wage  index  values,  there  are  no  IPPS  wage 
data  for  the  rural  area  of  Massachusetts 
(CBS A  code  11).  Consistent  with  our 
methodology  for  determining  a  LTCH  PPS 
wage  index  value  for  rural  areas  with  no  IPPS 
wage  data  (discussed  above),  in  this  final 
rule,  as  we  proposed,  we  calculated  the  RY 
2010  wage  index  value  for  rural 
Massachusetts  by  computing  the  unweighted 
average  of  the  wage  indices  from  all  of  the 
CBSAs  that  are  contiguous  to  the  rural 
counties  in  that  State.  Specifically,  in  the 
case  of  Massachusetts,  the  entire  rural  area 
consists  of  Dukes  and  Nantucket  counties. 

We  determined  that  the  borders  of  Dukes  and 
Nantucket  counties  are  “contiguous”  with 
Barnstable  County,  MA,  and  Bristol  County, 


MA.  Therefore,  the  RY  2010  LTCH  PPS  wage 
index  value  for  rural  Massachusetts  is 
computed  as  the  unweighted  average  of  the 
RY  2010  wage  indexes  for  Barnstable  County 
and  Bristol  County  (reflected  in  Tables  12A 
and  12B  in  the  Addendum  of  this  final  rule). 
(There  are  currently  no  LTCHs  located  in 
rural  Massachusetts.)  As  discussed  in  the  RY 
2009  final  rule  (73  FR  26817),  as  IPPS  wage 
data  are  dynamic,  it  is  possible  that  rural 
areas  without  IPPS  wage  data  will  vary  in  the 
future. 

The  RY  2010  LTCH  wage  index  values  that 
are  applicable  for  LTCH  discharges  occurring 
on  or  after  October  1,  2009,  through 
September  30,  2010,  are  presented  in  Table 
12  A  (for  urban  areas)  and  Table  12B  (for  rural 
areas)  in  the  Addendum  of  this  final  rule. 

We  did  not  receive  any  public  comments 
on  our  proposals  for  calculating  the  LTCH 
PPS  wage  index  for  RY  2010.  Therefore,  we 
are  adopting  those  proposals  in  this  final  rule 
as  described  above. 

5.  LTCH  PPS  Cost-of-Living  Adjustment  for 
LTCHs  Located  in  Alaska  and  Hawaii 

In  the  August  30,  2002  final  rule  (67  FR 
56022),  we  established,  under  §412. 525(b),  a 
cost-of-living  adjustment  (COLA)  for  LTCHs 
located  in  Alaska  and  Hawaii  to  account  for 
the  higher  costs  incurred  in  those  States.  In 
the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26819)  (under  the  broad  authority  conferred 
upon  the  Secretary  by  section  123  of  the 
BBRA  as  amended  by  section  307(b)  of  BIPA 
to  determine  appropriate  adjustments  under 


the  LTCH  PPS),  for  RY  2009,  we  applied  a 
COLA  to  payments  to  LTCHs  located  in 
Alaska  and  Hawaii  by  multiplying  the 
standard  Federal  payment  rate  by  the  factors 
listed  in  Table  III  of  that  same  rule. 

In  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule  (74  FR  24266),  under  the  broad 
authority  conferred  upon  the  Secretary  by 
section  123  of  the  BBRA,  as  amended  by 
section  307(b)  of  BIPA,  to  determine 
appropriate  adjustments  under  the  LTCH 
PPS,  we  proposed  to  apply  a  COLA  to 
payments  to  LTCHs  located  in  Alaska  and 
Hawaii  by  multiplying  the  standard  Federal 
payment  rate  by  the  most  recent  available 
factors  listed  in  that  same  proposed  rule.  We 
did  not  receive  any  public  comments  on  our 
proposed  COLA  to  payments  to  LTCHs 
located  in  Alaska  and  Hawaii  and,  therefore, 
are  adopting  that  proposal  in  this  final  rule. 
Therefore,  for  RY  2010,  under  the  broad 
authority  conferred  upon  the  Secretary  by 
section  123  of  the  BBRA,  as  amended  by 
section  307(b)  of  BIPA,  to  determine 
appropriate  adjustments  under  the  LTCH 
PPS,  we  are  applying  a  COLA  to  payments 
to  LTCHs  located  in  Alaska  and  Hawaii  by 
multiplying  the  standard  Federal  payment 
rate  by  the  factors  listed  in  the  chart  below 
because  they  are  the  most  recent  available 
data  at  this  time.  These  factors  were  obtained 
from  the  U.S.  Office  of  Personnel 
Management  (OPM)  and  are  also  used  under 
the  IPPS  effective  October  1,  2009  (section 
II.B.2.  of  the  Addendum  of  this  final  rule). 


Cost-of-Living  Adjustment  Factors' for  Alaska  and  Hawaii  Hospitals  for  the  2010  LTCH  PPS  Rate  Year 


Alaska: 


City  of  Anchorage  and  80-kilometer  (50-mile)  radius  by  road 
City  of  Fairbanks  and  80-kilometer  (50-mile)  radius  by  road 
City  of  Juneau  and  80-kilometer  (50-mile)  radius  by  road  .... 
All  other  areas  of  Alaska . . . 


1.23 

1.23 

1.23 

1.25 


Hawaii: 


City  and  County  of  Honolulu  . 

County  of  Hawaii  . 

County  of  Kauai . . . 

County  of  Maui  and  County  of  Kalawao 


1.25 

1.18 

1.25 

1.25 


C.  Adjustment  for  LTCH  PPS  High-Cost 
Outlier  (HCO)  Cases 

1.  Background 

Under  the  broad  authority  conferred  upon 
the  Secretary  by  section  123  of  the  BBRA  as 
amended  by  section  307(b)  of  BIPA,  in  the 
regulations  at  §  412.525(a),  we  established  an 
adjustment  for  additional  payments  for 
outlier  cases  that  have  extraordinarily  high 
costs  relative  to  the  costs  of  most  discharges. 
We  refer  to  these  cases  as  high  cost  outliers 
(HCOs).  Providing  additional  payments  for 
outliers  strongly  improves  the  accuracy  of  the 
LTCH  PPS  in  determining  resource  costs  at 
the  patient  and  hospital  level.  These 
additional  payments  reduce  the  financial 
losses  that  would  otherwise  be  incurred 
when  treating  patients  who  require  more 
costly  care  and,  therefore,  reduce  the 
incentives  to  underserve  these  patients.  We 
set  the  outlier  threshold  before  the  beginning 
of  the  applicable  rate  year  so  that  total 
estimated  outlier  payments  are  projected  to 


equal  8  percent  of  total  estimated  payments 
under  the  LTCH  PPS. 

Under  §  412.525(a)  in  the  regulations  (in 
conjunction  with  the  revised  definition  of 
“LTC-DRG”  at  §412.503),  we  make  outlier 
payments  for  any  discharges  if  the  estimated 
cost  of  a  case  exceeds  the  adjusted  LTCH  PPS 
payment  for  the  MS-LTC-DRG  plus  a  fixed- 
loss  amount.  Specifically,  in  accordance  with 
§  412.525(a)(3)  (in  conjunction  with  the 
revised  definition  of  “LTC-DRG”  at 
§412.503),  we  pay  outlier  cases  80  percent  of 
the  difference  between  the  estimated  cost  of 
the  patient  case  and  the  outlier  threshold, 
which  is  the  sum  of  the  adjusted  Federal 
prospective  payment  for  the  MS-LTC-DRG 
and  the  fixed-loss  amount.  The  fixed-loss 
amount  is  the  amount  used  to  limit  the  loss 
that  a  hospital  will  incur  under  the  outlier 
policy  for  a  case  with  unusually  high  costs. 
This  results  in  Medicare  and  the  LTCH 
sharing  financial  risk  in  the  treatment  of 
extraordinarily  costly  cases.  Under  the  LTCH 
PPS  HCO  policy,  the  LTCH’s  loss  is  limited 


to  the  fixed-loss  amount  and  a  fixed 
percentage  of  costs  above  the  outlier 
threshold  (MS-LTC-DRG  payment  plus  the 
fixed-loss  amount).  The  fixed  percentage  of 
costs  is  called  the  marginal  cost  factor.  We 
calculate  the  estimated  cost  of  a  case  by 
multiplying  the  Medicare  allowable  covered 
charge  by  the  hospital’s  overall  hospital  CCR. 

Under  the  LTCH  PPS,  we  determine  a 
fixed-loss  amount,  that  is,  the  maximum  loss 
that  a  LTCH  can  incur  under  the  LTCH  PPS 
for  a  case  with  unusually  high  costs  before 
the  LTCH  will  receive  any  additional 
payments.  We  calculate  the  fixed-loss 
amount  by  estimating  aggregate  payments 
with  and  without  an  outlier  policy.  The 
fixed-loss  amount  results  in  estimated  total 
outlier  payments  being  projected  to  be  equal 
to  8  percent  of  projected  total  LTCH  PPS 
payments.  Currently,  MedPAR  claims  data 
and  CCRs  based  on  data  from  the  most  recent 
provider  specific  file  (PSF)  (or  from  the 
applicable  statewide  average  CCR  if  a  LTCH’s 
CCR  data  are  faulty  or  unavailable)  are  used 
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to  establish  a  fixed-loss  threshold  amount 
under  the  LTCH  PPS. 

2.  Determining  LTCH  CCRs  Under  the  LTCH 
PPS 

a.  Background 

The  following  is  a  discussion  of  CCRs  that 
are  used  in  determining  payments  for  HCO 
and  SSO  cases  under  the  LTCH  PPS,  at 
§  412.525(a)  and  §412.529,  respectively. 
Although  this  section  is  specific  to  HCO 
cases,  because  CCRs  and  the  policies  and 
methodologies  pertaining  to  diem  are  used  in 
determining  payments  for  both  HCO  and  SSO 
cases  (to  determine  the  estimated  cost  of  the 
case  at  §  412.529(d)(2),  we  are  discussing  the 
determination  of  CCRs  under  the  LTCH  PPS 
for  both  of  these  types  of  cases 
simultaneously. 

In  determining  both  HCO  payments  (at 
§  412.525(a))  and  SSO  payments  (at 
§412.529),  we  calculate  the  estimated  cost  of 
the  case  by  multiplying  the  LTCH’s  overall 
CCR  by  the  Medicare  allowable  charges  for 
the  case.  In  general,  we  use  the  LTCH’s 
overall  CCR,  which  is  computed  based  on 
either  the  most  recently  settled  cost  report  or 
the  most  recent  tentatively  settled  cost  report, 
whichever  is  from  the  latest  cost  reporting 
period,  in  accordance  with 
§412.525(a)(4)(iv)(B)  and 
§  412.529(c)(4)tiv)(B)  for  HCOs  and  SSOs, 
respectively.  (We  note  that,  in  some 
instances,  we  use  an  alternative  CCR,  such  as 
the  statewide  average  CCR  in  accordance 
with  the  regulations  at  §412.525(a)(4)(iv)(C) 
and  §412.529(c)(4)(iv)(C),  or  a  CCR  that  is 
specified  by  CMS  or  that  is  requested  by  the 
hospital  under  the  provisions  of  the 
regulations  at  §412.525(a)(4)(iv)(A)  and 
§  412.529(c)(4)(iv)(A).)  Under  the  LTCH  PPS, 
a  single  prospective  payment  per  discharge  is 
made  for  both  inpatient  operating  and 
capital-related  costs.  Therefore,  we  compute 
a  single  “overall”  or  “total”  LTCH-specific 
CCR  based  on  the  sum  of  LTCH  operating 
and  capital  costs  (as  described  in  Chapter  3, 
section  150.24,  of  the  Medicare  Claims 
Processing  Manual  (CMS  Pub.  100-4))  as 
compared  to  total  charges.  Specifically,  a 
LTCH’s  CCR  is  calculated  by  dividing  a 
LTCH’s  total  Medicare  costs  (that  is,  the  sum 
of  its  operating  and  capital  inpatient  routine 
and  ancillary  costs)  by  its  total  Medicare 
charges  (that  is,  the  sum  of  its  operating  and 
capital  inpatient  routine  and  ancillary 
charges). 

b.  LTCH  Total  CCR  Ceiling 
Generally,  a  LTCH  is  assigned  the 
applicable  statewide  average  CCR  if,  among 
other  things,  a  LTCH’s  CCR  is  found  to  be  in 
excess  of  the  applicable  maximum  CCR 
threshold  (that  is,  the  LTCH  CCR  ceiling). 
This  is  because  CCRs  above  this  threshold  are 
most  likely  due  to  faulty  data  reporting  or 
entry,  and,  therefore,  CCRs  based  on 
erroneous  data  should  not  be  used  to  identify 
and  make  payments  for  outlier  cases.  Thus, 
under  our  established  policy,  generally,  if  a 
LTCH’s  calculated  CCR  is  above  the 
applicable  ceiling,  the  applicable  LTCH  PPS 
statewide  average  CCR  is  assigned  to  the 
LTCH  instead  of  the  CCR  computed  from  its 
most  recent  (settled  or  tentatively  settled) 
cost  report  data. 


In  the  FY  2009  IPPS  final  rule  (73  FR 
48682),  in  accordance  with 
§  412.525(a)(4)(iv)(C)(2)  for  HCOs  and 
§412.529(c)(4)(iv)(C)(2)  for  SSOs,  using  our 
established  methodology  for  determining  the 
LTCH  total  CCR  ceiling,  based  on  IPPS  total 
CCR  data  from  the  December  2007  update  of 
the  Provider  Specific  File  (PSF),  we 
established  a  total  CCR  ceiling  of  1.262  under 
the  LTCH  PPS,  effective  October  1,  2008, 
through  September  30,  2009.  (For  further 
detail  on  our  current  methodology  for 
annually  determining  the  LTCH  total  CCR 
ceiling,  we  refer  readers  to  the  FY  2007  IPPS 
final  rule  (71  FR  48119  through  48121).) 

In  this  final  rule,  in  accordance  with 
§  412.525(a)(4)(iv)(C)(2)  for  HCOs  and 
§412.529(c)(4)(iv)(C)(2)  for  SSOs,  using  our 
established  methodology  for  determining  the 
LTCH  total  CCR  ceiling  (described  above), 
based  on  IPPS  total  CCR  data  from  the  March 
2009  update  of  the  PSF,  we  are  establishing 
a  total  CCR  ceiling  of  1.232  under  the  LTCH 
PPS  that  will  be  effective  for  discharges 
occurring  on  or  after  October  1,  2009,  and  on 
or  before  September  30,  2010. 

c.  LTCH  Statewide  Average  CCRs 

Our  general  methodology  established  for 
determining  the  statewide  average  CCRs  used 
under  the  LTCH  PPS  is  similar  to  our 
established  methodology  for  determining  the 
LTCH  total  CCR  ceiling  (described  above) 
because  it  is  based  on  “total”  IPPS  CCR  data. 
Under  the  LTCH  PPS  HCO  policy  at 
§412.525(a)(4)(iv)(C)  and  the  SSO  policy  at 
§412.529(c)(4)(iv)(C),  the  fiscal  intermediary 
may  use  a  statewide  average  CCR,  which  is 
established  annually  by  CMS,  if  it  is  unable 
to  determine  an  accurate  CCR  for  an  LTCH 
in  one  of  the  following  circumstances:  (1) 
New  LTCHs  that  have  not  yet  submitted  their 
first  Medicare  cost  report  (for  this  purpose, 
consistent  with  current  policy,  a  new  LTCH 
is  defined  as  an  entity  that  has  not  accepted 
assignment  of  an  existing  hospital’s  provider 
agreement  in  accordance  with  §489.18);  (2) 
LTCHs  whose  CCR  is  in  excess  of  the  LTCH 
CCR  ceiling  (as  discussed  above);  and  (3) 
other  LTCHs  for  whom  data  with  which  to 
calculate  a  CCR  are  not  available  (for 
example,  missing  or  faulty  data).  (Other 
sources  of  data  that  the  fiscal  intermediary 
may  consider  in  determining  an  LTCH’s  CCR 
include  data  from  a  different  cost  reporting 
period  for  the  LTCH,  data  from  the  cost 
reporting  period  preceding  the  period  in 
which  the  hospital  began  to  be  paid  as  an 
LTCH  (that  is,  the  period  of  at  least  6  months 
that  it  was  paid  as  a  short-term  acute  care 
hospital),  or  data  from  other  comparable 
LTCHs,  such  as  LTCHs  in  the  same  chain  or 
in  the  same  region.) 

In  Table  8C  of  the  Addendum  to  the  FY 
2009  IPPS  final  rule  (73  FR  48998),  in 
accordance  with  the  regulations  at 
§412.525(a)(4)(iv)(C)  for  HCOs  and 
§  412.529(c)(4)(iv)(C)  for  SSOs,  using  our 
established  methodology  for  determining  the 
LTCH  statewide  average  CCRs,  based  on 
using  the  most  recent  complete  IPPS  total 
CCR  data  from  the  March  2008  update  of  the 
PSF,  we  established  the  LTCH  PPS  statewide 
average  total  CCRs  for  urban  and  rural 
hospitals  effective  for  discharges  occurring 
on  or  after  October  1,  2008,  and  on  or  before 
September  30,  2009.  (For  further  detail  on 


our  current  methodology  for  annually 
determining  the  LTCH  statewide  average 
CCRs,  we  refer  readers  to  the  FY  2007  IPPS 
final  rule  (71  FR  48119  through  48121).) 

In  this  final  rule,  using  our  established 
methodology  for  determining  the  LTCH 
statewide  average  CCRs,  based  on  the  most 
recent  complete  IPPS  total  CCR  data  from  the 
March  2009  update  of  the  PSF,  we  are 
establishing  LTCH  PPS  statewide  average 
total  CCRs  for  urban  and  rural  hospitals  that 
will  be  effective  for  discharges  occurring  on 
or  after  October  1,  2009,  and  through 
September  30,  2010,  in  Table  8C  of  the 
Addendum  to  this  final  rule. 

We  also  note  that  all  areas  in  the  District 
of  Columbia,  New  Jersey,  Puerto  Rico,  and 
Rhode  Island  are  classified  as  urban; 
therefore,  there  are  no  rural  statewide  average 
total  CCRs  listed  for  those  jurisdictions  in 
Table  8C  of  the  Addendum  to  this  final  rule. 
This  policy  is  consistent  with  the  policy  that 
we  established  when  we  revised  our 
methodology  for  determining  the  applicable 
LTCH  statewide  average  CCRs  in  the  FY  2007 
IPPS  final  rule  (71  FR  48119  through  48121) 
and  is  the  same  as  the  policy  applied  under 
the  IPPS.  In  addition,  although 
Massachusetts  has  areas  that  are  designated 
as  rural,  there  are  no  short-term  acute  care 
IPPS  hospitals  or  LTCHs  located  in  those 
areas  as  of  March  2009.  Therefore,  for  this 
final  rule,  there  is  no  rural  statewide  average 
total  CCR  listed  for  rural  Massachusetts  in 
Table  8C  of  the  Addendum  of  this  final  rule. 

In  addition,  as  we  established  when  we 
revised  our  methodology  for  determining  the 
applicable  LTCH  statewide  average  CCRs  in 
the  FY  2007  IPPS  final  rule  (71  FR  48120 
through  48121),  in  determining  the  urban 
and  rural  statewide  average  total  CCRs  for 
Maryland  LTCHs  paid  under  the  LTCH  PPS, 
in  this  final  rule,  we  used,  as  a  proxy,  the 
national  average  total  CCR  for  urban  IPPS 
hospitals  and  the  national  average  total  CCR 
for  rural  IPPS  hospitals,  respectively.  We 
used  this  proxy  because  we  believe  that  the 
CCR  data  on  the  PSF  for  Maryland  hospitals 
may  not  be  entirely  accurate  (as  discussed  in 
greater  detail  in  that  same  final  rule  (71  FR 
48120)). 

d.  Reconciliation  of  LTCH  HCO  and  SSO 
Payments 

We  note,  under  the  LTCH  PPS  HCO  policy 
at  §412.525(a)(4)(iv)(D)  and  the  LTCH  PPS 
SSO  policy  at  §412.529(c)(4)(iv)(D),  the 
payments  for  HCO  and  SSO  cases, 
respectively,  are  subject  to  reconciliation. 
Specifically,  any  reconciliation  of  outlier 
payments  is  based  on  the  CCR  that  is 
calculated  based  on  a  ratio  of  CCRs  computed 
from  the  relevant  cost  report  and  charge  data 
determined  at  the  time  the  cost  report 
coinciding  with  the  discharge  is  Settled.  For 
additional  information,  we  refer  readers  to 
the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26820  through  26821). 

3.  Establishment  of  the  LTCH  PPS  Fixed-Loss 
Amount  for  RY  2010 

When  we  implemented  the  LTCH  PPS,  as 
discussed  in  the  August  30,  2002  LTCH  PPS 
final  rule  (67  FR  56022  through  56026), 
under  the  broad  authority  of  section  123  of 
the  BBRA  as  amended  by  section  307(b)  of 
BIPA,  we  established  a  fixed-loss  amount  so 
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that  total  estimated  outlier  payments  are 
projected  to  equal  8  percent  of  total  estimated 
payments  under  the  LTCH  PPS.  To  determine 
the  fixed-loss  amount,  we  estimate  outlier 
payments  and  total  LTCH  PPS  payments  for 
each  case  using  claims  data  from  the 
MedPAR  files.  Specifically,  to  determine  the 
outlier  payment  for  each  case,  we  estimate 
the  cost  of  the  case  by  multiplying  the 
Medicare  covered  charges  from  the  claim  by 
the  applicable  CCR.  Under  §  412.525(a)(3)  (in 
conjunction  with  the  revised  definition  of 
“LTC-DRG”  at  §412.503),  if  the  estimated 
cost  of  the  case  exceeds  the  outlier  threshold 
(the  sum  of  the  adjusted  Federal  prospective 
payment  for  the  MS-LTC-DRG  and  the  fixed- 
loss  amount),  we  pay  an  outlier  payment 
equal  to  80  percent  of  the  difference  between 
the  estimated  cost  of  the  case  and  the  outlier 
threshold  (the  sum  of  the  adjusted  Federal 
prospective  payment  for  the  MS-LTC-DRG 
and  the  fixed-loss  amount). 

In  the  RY  2009  LTCH  PPS  final  rule  (73  FR 
26823),  we  used  claims  data  from  the 
December  2007  update  of  the  FY  2007 
MedPAR  claims  data  and  CCRs  from  the 
December  2007  update  of  the  PSF  to 
determine  a  fixed-loss  amount  that  would 
result  in  estimated  outlier  payments 
projected  to  be  equal  to  8  percent  of  total 
estimated  payments  for  the  2009  LTCH  PPS 
rate  year.  We  determined  the  RY  2009  fixed- 
loss  amount  using  the  MS-LTC-DRG 
classifications  and  relative  weights  from  the 
version  of  the  GROUPER  that  was  to  be  in 
effect  as  of  the  beginning  of  the  2009  LTCH 
PPS  rate  year  (July  1,  2003),  that  is,  Version 
25.0  of  the  GROUPER  (as  established  in  the 
FY  2008  IPPS  final  rule  (72  FR  47278). 
Furthermore,  in  using  CCRs  from  the 
December  2007  update  of  the  PSF  to 
determine  the  RY  2009  fixed-loss  amount,  we 
used  the  FY  2008  applicable  LTCH  “total” 
CCR  ceiling  of  1.284  and  LTCH  statewide 
average  “total”  GCRs  established  in  the  FY 
2008  IPPS  final  rule  (72  FR  47404  and  48126 
through  48127)  such  that  the  current 
applicable  Statewide  average  CCR  was 
assigned  if,  among  other  things,  a  LTCH’s 
CCR  exceeded  the  current  ceiling  (1.284). 

Therefore,  based  on  the  data  and  policies 
described  under  the  broad  authority  of 
section  123(a)(lJ  of  the  BBRA  and  section 
307(b)(1)  of  BIPA,  in  the  RY  2009  LTCH  PPS 
final  rule,  we  established  a  fixed-loss  amount 
of  $22,960  for  RY  2009.  Accordingly,  for  RY 
2009,  we  currently  pay  an  outlier  case  80 
percent  of  the  difference  between  the 
estimated  cost  of  the  case  and  the  outlier 
threshold  (the  sum  of  the  adjusted  Federal 
LTCH  payment  for  the  MS-LTC-DRG  and  the 
fixed-loss  amount  of  $22,960). 

We  note  that  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule  (74  FR  24268 
through  24269),  we  proposed  an  HCO  fixed- 
loss  amount  of  $16,059  for  RY  2010  to 
maintain  that  total  estimated  HCO  payments 
are  projected  to  equal  8  percent  of  total 
estimated  payments  under  the  LTCH  PPS,  as 
required  under  §  412.523(d)(1).  This 
proposed  HCO  fixed-loss  amount  of  $16,059 
for  RY  2010  was  calculated  based,  in  part,  on 
the  proposed  RY  2010  MS-LTC-DRG  relative 
weights  presented  in  Table  11  of  that  same 
proposed  rule  (74  FR  24589  through  24608). 
However,  in  the  RY  2010  LTCH  PPS 


supplemental  proposed  rule  published  in  the 
Federal  Register  on  June  3,  2009  (74  FR 
26600  through  26635),  we  presented  both 
proposed  RY  2010  MS-LTC-DRG  relative 
weights  and  a  proposed  RY  201ft  HCO  outlier 
fixed-loss  amount  based  on  the  revised  FY 
2009  MS-LTC-DRG  relative  weights 
presented  in  an  interim  final  rule  with 
comment  period  also  published  in  the 
Federal  Register  on  June  3,  3009  (74  FR 
26546  through  26569).  Accordingly,  based  on 
the  proposed  RY  2010  MS-LTC-DRG  relative 
weights  presented  in  Table  11  (Amended)  of 
the  RY  2010  LTCH  PPS  supplemental 
proposed  rule  and  on  the  data  and  policies 
described  under  the  broad  authority  .of 
section  123(a)(1)  of  the  BBRA  and  section 
307(b)(1)  of  BIPA,  we  proposed  a  fixed-loss 
amount  of  $18,868  for  RY  2010  in  order  to 
maintain  that  total  estimated  HCO  payments 
are  projected  to  equal  8  percent  of  total 
estimated  payments  under  the  LTCH  PPS  in 
RY  2010. 

In  this  final  rule,  we  use  the  same 
methodology  that  we  used  in  the  RY  2009 
LTCH  PPS  final  rule  and  which  was 
.  proposed  in  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule,  to  calculate  the 
fixed-loss  amount  for  RY  2010  (using 
updated  data  and  the  rates  and  policies 
established  in  this  final  rule)  in  order  to 
maintain  estimated  HCO  payments  at  the 
projected  8  percent  of  total  estimated  LTCH 
PPS  payments.  Consistent  with  our  historical 
practice  of  using  the  best  data  available,  in 
determining  the  fixed-loss  aipount  for  RY 
2010,  we  used  the  most  recent  available 
LTCH  claims  data  and  CCR  data.  Specifically, 
for  this  final  rule,  we  used  LTCH  claims  data 
from  the  March  2009  update  of  the  FY  2008 
MedPAR  files  and  CCRs  from  the  March  2009 
update  of  the  PSF  to  determine  a  fixed-loss 
amount  that  will  result  in  estimated  outlier 
payments  projected  to  be  equal  to  8  percent 
of  total  estimated  payments  in  RY  2010 
because  these  data  are  the  most  recent 
complete  LTCH  data  currently  available.  We 
determined  the  RY  2010  fixed-loss  amount 
based  on  the  MS-LTC-DRG  classifications 
and  relative  weights  from  the  version  of  the 
GROUPER  that  will  be  in  effect  as  of  the 
beginning  of  the  2010  LTCH  PPS  rate  year 
(October  1,  2009),  that  is.  Version  27.0  of  the 
GROUPER  (discussed  in  section  VHI.B.  of  the 
preamble  of  this  final  rule).  Furthermore,  in 
determining  the  RY  2010  fixed-loss  amount 
using  CCRs  from  the  March  2009  update  of 
the  PSF,  we  used  the  RY  2010  LTCH  “total” 
CCR  ceiling  of  1.232  and  the  applicable 
LTCH  statewide  average  “total”  CCRs 
presented  in  Table  8C  in  the  Addendum  of 
this  final  rule  such  that  the  applicable 
statewide  average  CCR  was  assigned  if, 
among  other  things,  an  LTCH’s  CCR 
exceeded  the  ceiling  (1.232). 

In  this  final  rule,  based  on  the  data  and 
policies  described  earlier  in  this  final  rule 
under  the  broad  authority  of  section  123(a)(1) 
of  the  BBRA  and  section  307(b)(1)  of  BIPA, 
we  are  establishing  a  fixed-loss  amount  of 
$18,425  for  RY  2010.  Thus,  we  will  pay  an 
outlier  case  80  percent  of  the  difference 
between  the  estimated  cost  of  the  case  and 
the  outlier  threshold  (the  sum  of  the  adjusted 
Federal  LTCH  payment  for  the  MS-LTC-DRG 
and  the  fixed-loss  amount  of  $18,425). 


The  fixed-loss  amount  for  RY  2010  of 
$18,425  is  significantly  lower  than  the  RY 

2009  fixed-loss  amount  of  $22,960.  The 
decrease  in  the  fixed-loss  amount  for  RY 

2010  is  primarily  due  to  the  projected  3.3 
percent  increase  in  LTCH  PPS  payments  from 
RY  2009  to  RY  2010  (discussed  in  greater 
detail  in  section  IX.  of  the  Appendix  A  (the 
regulatory  impact  analysis)  to  this  final  rule), 
which  includes  our  current  estimate  that  we 
are  paying  less  than  the  required  8  percent 

of  total  estimated  LTCH  PPS  payments  as 
HCO  payments  in  RY  2009  (as  discussed 
below).  Specifically,  an  analysis  of  the  most 
recent  available  LTCH  PPS  claims  data  (that 
is,  FY  2008  claims  from  the  March  2009 
update  of  the  MedPAR  files)  indicates  that 
the  RY  2009  fixed-loss  amount  of  $22,960 
may  result  in  LTCH  PPS  HCO  payments  that 
fall  below  the  estimated  8  percent 
requirement.  Specifically,  we  currently 
estimate  that  HCO  payments  are 
approximately  6.8  percent  of  estimated  total 
LTCH  PPS  payments  in  RY  2009. 

In  addition  to  the  estimated  increase  in 
LTCH  PPS  payments  in  RY  2010  as  compared 
to  RY  2009  due  to  the  projected  increase  in 
HCO  payments,  as  we  discuss  in  section  IX. 
of  Appendix  A  to  this  final  rule,  we  estimate 
an  increase  in  LTCH  PPS  payments  in  RY 
2010  due  to  the  update  to  the  standard 
Federal  rate  and  a  projected  increase  in  the 
payments  for  SSO  cases  that  are  paid  based 
on  the  estimated  cost  of  the  case.  For  these 
reasons,  we  believe  that  establishing  a  lower 
fixed-loss  amount  is  appropriate  and 
necessary  to  maintain  that  estimated  outlier 
payments  will  equal  8  percent  of  estimated 
total  LTCH  PPS  payments  as  required  under 
§  412.523(d)(1).  Maintaining  the  fixed-loss 
amount  at  the  current  level  would  result  in 
HCO  payments  that  are  significantly  less  than 
the  current  regulatory  requirement  that 
estimated  outlier  payments  be  projected  to 
equal  8  percent  of  estimated  total  LTCH  PPS 
payments.  As  we  explained  in  past  LTCH 
PPS  rules  (such  as  the  RY  2006  LTCH  PPS 
final  rule  (70  FR  24195  through  24196)), 
using  a  lower  fixed-loss  amount  results  in 
more  cases  qualifying  as  outlier  cases  as  well 
as  increases  the  amount  of  the  additional 
payment  for  an  HCO  case  because  the 
maximum  loss  that  an  LTCH  must  incur 
before  receiving  an  HCO  payment  (that  is,  the 
fixed-loss  amount)  would  be  smaller.  Thus, 
in  order  to  maintain  that  estimated  HCO 
payments  in  RY  2010  will  be  equal  to  8 
percent  of  estimated  total  RY  2010  LTCH  PPS 
payments,  we  believe  it  is  appropriate  to 
lower  the  fixed-loss  amount. 

In  the  August  30,  2002  final  rule  (67  FR 
56022  through  56024),  based  on  our 
regression  analysis,  we  established  the 
outlier  “target”  at  8  percent  of  estimated  total 
LTCH  PPS  payments  to  allow  us  to  achieve 
a  balance  between  the  “conflicting 
considerations  of  the  need  to  protect 
hospitals  with  costly  cases,  while 
maintaining  incentives  to  improve  overall 
efficiency.”  We  continue  to  believe  that  an 
HCO  target  of  8  percent  is  appropriate,  as 
discussed  in  greater  detail  below.  Howevej, 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  solicited  public  comments 
on  whether  we  should  revisit  the  regression 
analysis  noted  above  in  this  section  that  was 
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used  to  establish  the  existing  8  percent 
outlier  target,  using  the  most  recent  available 
data  to  evaluate  whether  the  current  outlier 
target  of  8  percent  should  be  adjusted,  and 
which  therefore  may  mitigate  the  magnitude 
of  the  proposed  change  in  the  fixed-loss 
amount  for  RY  2010.  Below  we  provide  a 
summation  of  the  public  comments  we 
received  and  our  applicable  responses. 

Comment:  Several  comments  noted  that 
the  proposed  fixed-loss  amount  of  $18,868 
that  was  presented  in  the  RY  2010  LTCH  PPS 
supplemental  proposed  rule  was  significantly 
higher  than  the  originally  proposed  fixed-loss 
amount  of  $16,059  included  in  the  FY  2010 
EPPS/RY  2010  LTCH  PPS  proposed  rule  (74 
FR  24268  through  24269).  The  commenters 
expressed  concern  that  the  proposed  fixed- 
loss  amount  presented  in  the  RY  2010  LTCH 
PPS  supplemental  proposed  rule  will  have  a 
significant  impact  on  the  LTCH  PPS 
payments  to  HCO  cases,  and  believe  that 
CMS  should  have  provided  for  a  full  60-day 
comment  period  to  give  the  public  time  to 
conduct  a  meaningful  study  of  the  changes 
and  submit  meaningful  comments  for  CMS  to 
consider. 

Response:  As  we  stated  in  the  RY  2010 
LTCH  PPS  supplemental  proposed  rule, 
while  we  ordinarily  publish  a  notice  of 
proposed  rulemaking  in  the  Federal  Register 
and  permit  a  60-day  comment  period,  this 
period  may  be  shortened  when  the  Secretary 
finds  good  cause  that  a  60-day  comment 
period  would  be  impracticable,  unnecessary, 
or  contrary  to  the  public  interest  and 
incorporates  a  statement  of  the  finding  and 
its  reasons  in  the  rule  issued.  We  further 
stated: 

"Ordinarily,  we  begin  our  preparations  for 
issuing  an  LTCH  PPS  proposed  rule  early  so 
that  our  proposals  may  be  on  public  display 
by  May  1  of  that  year.  This  schedule  allows 
for  a  60-day  comment  period  closing  within 
a  sufficient  amount  of  time  to  also  allow  for 
a  1-  to  2-month  period  to  consider  all 
comments  received  and  appropriately 
respond  to  them.  In  this  case,  elsewhere  in 
this  Federal  Register  an  interim  final  rule 
with  public  comment  is  issued  that  provides 
for  revised  FY  2009  MS-LTC-DRG  relative 
weights.  The  revised  MS-LTC-DRG  relative 
weights  affect  some  of  the  proposals 
contained  in  the  FY  2010  IPPS/RY  2010 
LTCH  PPS  proposed  rule,  which  went  on 
display  on  May  1,  2009,  and  was  published 
in  the  Federal  Register  on  May  22,  2009. 
Therefore,  we  need  to  immediately  replace 
those  affected  proposals.  A  60-day  comment 
period  on  this  supplemental  proposed  rule 
would  be  both  impracticable  and  contrary  to 
the  public  interest  because  it  would  not 
allow  for  coordinated  consideration  of  the 
comments  on  this  supplemental  proposed 
rule  with  those  on  the  FY  2010  IPPS  and  RY 
2010  LTCH  PPS  proposed  rule.  Because  the 
issues  raised  in  this  supplemental  proposed 
rule  are  integral  to  our  consideration  of 
comments  on  certain  proposals  in  the  FY 
2010  IPPS  and  RY  2010  LTCH  PPS  proposed 
rule,  we  do  not  believe  it  would  be 
appropriate  to  review  comments  on  the 
issues  raised  in  this  supplemental  proposed 
rule  in  isolation  from  the  comments  received 
on  the  FY  2010  IPPS  and  RY  2010  LTCH  PPS 
proposed  rule.  We  further  note  that  a  full  60- 


day  comment  period  would  end  on  a  date 
that  would  not  allow  the  agency  sufficient 
time  to  process  the  comments  and  respond  to 
them  in  a  meaningful  manner  by  the  August 
1,  2009  date  for  issuing  the  final  rule.  Timely 
filed  comments  would  receive  a  shorter 
period  of  time  for  consideration  by  the 
agency,  and  the  agency  would  be  left  with 
insufficient  time  to  properly  respond  to 
comments  and  appropriately  resolve  whether 
any  of  the  proposed  policies  should  be 
modified  in  light  of  comments  received.  For 
all  of  these  reasons,  we  find  good  cause  to 
waive  the  60-day  comment  period  for  this 
rule  of  proposed  rulemaking,  and  we  are 
instead  providing  for  a  comment  period  that 
coincides  with  the  comment  period  provided 
for  on  the  FY  2010  IPPS  and  RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24080).” 

Finally,  we  note  that  while  the  proposed 
fixed-loss  amount  that  was  presented  in  the 
RY  2010  LTCH  PPS  supplemental  proposed 
rule  was  significantly  higher  than  the 
originally  proposed  fixed-loss  amount 
included  in  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule  (74  FR  24268  through 
24269),  the  methodology  applied  to 
determine  the  proposed  fixed-loss  amount  in 
both  rules  is  identical.  That  is,  for  each  rule, 
we  proposed  the  appropriate  high  cost  outlier 
fixed-loss  amount  for  RY  2010  that  would 
maintain  that  total  estimated  HCO  payments 
are  projected  to  equal  8  percent  of  total 
estimated  payments  under  the  LTCH  PPS  as 
required  under  §  412.523(d)(1).  We  note  that 
we  received  no  comments  on  our  historical 
methodology  to  determine  a  fixed-loss 
amount  that  results  in  estimated  total  outlier 
payments  being  projected  to  be  equal  to  8 
percent  of  projected  total  LTCH  PPS 
payments. 

As  an  alternative  to  using  a  lower  fixed- 
loss  amount  for  RY  2010,  we  also  examined 
adjusting  the  marginal  cost  factor  (that  is,  the 
percentage  that  Medicare  will  pay  of  the 
estimated  cost  of  a  case  that  exceeds  the  sum 
of  the  adjusted  Federal  prospective  payment 
for  the  MS-LTC-DRG  and  the  fixed-loss 
amount  for  LTCH  PPS  HCO  cases  as  specified 
in  §  412.525(a)(3)),  as  a  means  of  ensuring 
that  estimated  outlier  payments  will  be 
projected  to  equal  8  percent  of  estimated  total 
LTCH  PPS  payments.  As  we  established  in 
the  August  30,  2002  final  rule  (67  FR  56022 
through  56026),  under  the  LTCH  PPS  HCO 
policy  at  §  412.525(a)(3),  the  marginal  cost 
factor  is  currently  equal  to  80  percent.  As 
discussed  in  the  RY  2007  LTCH  PPS  final 
rule  (71  FR  4677  through  4678),  a  marginal 
cost  factor  equal  to  80  percent  means  that,  for 
an  outlier  case,  we  pay  the  LTCH  80  percent 
of  the  difference  between  the  estimated  cost 
of  the  case  and  the  outlier  threshold  (the  sum 
of  the  adjusted  Federal  rate  for  the  MS-LTC- 
DRG  PPS  payment  and  the  fixed-loss 
amount).  In  addition,  as  we  discussed  in  the 
August  30,  2002  final  rule  (67  FR  56023)  that 
implemented  the  LTCH  PPS,  the  marginal 
cost  factor  is  designed  to  ensure  “a  balance 
between  the  need  to  protect  LTCHs 
financially,  while  encouraging  them  to  treat 
expensive  patients  and  maintaining  the 
incentives  of  a  prospective  payment  system 
to  improve  the  efficient  delivery  of  care.” 

Increasing  the  marginal  cost  factor  from  the 
established  80  percent,  without  reducing  the 


current  fixed-loss  amount,  would  increase 
total  estimated  outlier  payments  because  we 
would  pay  a  larger  percentage  of  the 
estimated  costs  that  exceed  the  outlier 
threshold  (the  sum  of  the  adjusted  Federal  *• 
rate  for  the  MS-LTC-DRG  and  the  fixed-loss 
amount).  For  example,  if  we  were  to  increase 
the  marginal  cost  factor  to  90  percent  instead 
of  lowering  the  fixed-loss  amount,  we  could 
maintain  HCO  payments  at  8  percent  of 
estimated  total  LTCH  PPS  payments. 

However,  while  this  alternative  may  ensure 
that  outlier  payments  are  projected  to  equal 
8  percent  of  estimated  total  LTCH  PPS 
payments  by  increasing  estimated  aggregate 
HCO  payments,  it  may  not  maintain  the 
existing  balance  between  providing  an 
incentive  for  LTCHs  to  treat  expensive 
patients  and  improving  the  efficient  delivery 
of  care  because  a  policy  such  as  this  would 
reduce  the  incentive  to  provide  cost  efficient 
care  that  is  in  effect  under  the  current  HCO 
policy  (with  an  80  percent  marginal  cost 
factor).  Such  a  result  would  be  inconsistent 
with  the  intent  of  the  LTCH  PPS  HCO  policy 
(noted  above)  as  stated  when  we 
implemented  the  LTCH  PPS  in  the  August 
30,  2002  final  rule  (67  FR  56025).  As  we 
discussed  in  that  same  final  rule  (67  FR 
56023  through  56024),  our  analysis  of 
payment-to-cost  ratios  for  HCO  cases  showed 
that  a  marginal  cost  factor  of  80  percent 
appropriately  addresses  cases  that  are 
significantly  more  expensive  than  nonoutlier 
cases,  while  simultaneously  maintaining  the 
integrity  of  the  LTCH  PPS.  Accordingly,  we 
did  not  propose  to  adjust  the  marginal  cost 
factor  under  the  LTCH  PPS  HCO  policy  in 
the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule.  However,  as  previously  stated, 
in  the  FY  2010  IPPS/RY  2010  LTCH  PPS 
proposed  rule,  we  solicited  public  comments 
on  whether  we  should  revisit  the  regression 
analysis  that  was  used  to  establish  the 
existing  80  percent  marginal  cost  factor, 
using  the  most  recent  available  data  to 
evaluate  whether  the  current  marginal  cost 
factor  of  8  percent  in  the  current  HCO  policy 
should  be  adjusted,  and  therefore  may 
mitigate  the  proposed  change  in  the  fixed- 
loss  amount  for  RY  2010.  In  response  to  the 
solicitation,  we  did  not  receive  any  public 
comments  in  support  of  any  option  to  revisit 
the  regression  analysis  that  was  used  to 
establish  the  existing  80  percent  marginal 
cost  factor  and  existing  outlier  target  of  8 
percent.  The  commenters  agreed  that  keeping 
the  marginal  cost  factor  at  80  percent  and  the 
outlier  pool  at  8  percent  better  identifies 
LTCH  patients  that  are  unusually  costly 
cases,  and  that  this  policy  appropriately 
addresses  HCO  cases  that  are  significantly 
more  expensive  than  nonoutlier  cases. 

After  consideration  of  the  public  comments 
we  received,  in  this  final  rule,  we  are 
establishing  a  fixed-loss  amount  of  $18,425 
for  RY  2010  based  on  the  best  available  LTCH 
data  and  the  policies  presented  in  this  final 
rule  because  we  believe  a  decrease  in  the 
fixed-loss  amount  for  RY  2010  is  appropriate 
and  necessary  to  maintain  estimated  outlier 
payments  equal  to  8  percent  of  estimated 
total  LTCH  PPS  payments,  as  required  under 
§  412.525(a).  As  explained  above  in  this 
section,  in  section  IX  of  Appendix  A  to  this 
final  rule,  we  project  an  increase  in  total 
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LTCH  PPS  payments  systemwide.  In 
accordance  with  §  412.523(d)(1),  we  reduced 
the  standard  Federal  rate  by  8  percent  for  the 
estimated  proportion  of  LTCH  PPS  HCO 
"payments.  Because  we  estimate  an  increase 
in  the  average  payment  per  discharge, 
thereby  increasing  total  estimated  LTCH  PPS 
payments,  and  because  we  are  currently 
estimating  that  HCO  payments  in  RY  2009 
may  fall  below  the  8  percent  target,  we 
believe  the  fixed-loss  amount  must  be 
lowered  in  order  to  maintain  total  outlier 
payments  that  are  projected  to  equal  8 
percent  of  total  payments  under  the  LTCH 
PPS,  in  accordance  with  §  412.525(a). 

4.  Application  of  Outlier  Policy  to  SSO  Cases 
As  we  discussed  in  the  August  30,  2002 
final  rule  (67  FR  56026),  under  some  rare 
circumstances,  a  LTCH  discharge  could 
qualify  as  a  SSO  case  (as  defined  in  the 
regulations  at  §  412.529  in  conjunction  with 
the  regulations  at  §412.503)  and  also  as  a 
HCO  case.  In  this  scenario,  a  patient  could 
be  hospitalized  for  less  than  five-sixths  of  the 
geometric  average  length  of  stay  for  the 
specific  MS-LTC-DRG,  and  yet  incur 
extraordinarily  high  treatment  costs.  If  the 
costs  exceeded  the  HCO  threshold  (that  is, 
the  SSO  payment  plus  the  fix^d-loss 
amount),  the  discharge  is  eligible  for 
payment  as  a  HCO.  Thus,  for  a  SSO  case  in 


the  2010  LTCH  PPS  rate  year,  the  HCO 
payment  will  be  80  percent  of  the  difference 
between  the  estimated  cost  of  the  case  and 
the  outlier  threshold  (the  sum  of  the  fixed- 
loss  amount  of  $18,425  and  the  amount  paid 
under  the  SSO  policy  as  specified  in 
§412.529). 

D.  Computing  the  Adjusted  LTCH  PPS 
Federal  Prospective  Payments  for  RY  201 0 
In  accordance  with  §  412.525,  the  standard 
Federal  rate  is  adjusted  to  account  for 
differences  in  area  wages  by  multiplying  the 
labor-related  share  of  the  standard  Federal 
rate  by  the  appropriate  LTCH  PPS  wage 
index  (as  shown  in  Tables  12A  and  12B  of 
the  Addendum  of  this  final  rule).  The 
standard  Federal  rate  was  also  adjusted  to 
account  for  the  higher  costs  of  hospitals  in 
Alaska  and  Hawaii  by  multiplying  the 
nonlabor-related  share  of  the  standard 
Federal  rate  by  the  appropriate  cost-of-living 
factor  (shown  in  the  chart  in  section  V.C.5. 
of  the  Addendum  of  this  final  rule).  In  this 
final  rule,  we  are  establishing  a  standard 
Federal  rate  for  the  2010  LTCH  PPS  rate  year 
of  $39,896.65,  as  discussed  in  section  V.A.2. 
of  the  Addendum  of  this  final  rule.  We 
illustrate  the  methodology  to  adjust  the 
Federal  rate  for  the  2010  LTCH  PPS  rate  year 
in  the  following  example: 


Example: 

During  the  2010  LTCH  PPS  rate  year,  a 
Medicare  patient  is  in  a  LTCH  located  in 
Chicago,  Illinois  (CBSA  16974).  The  RY  2010 
LTCH  PPS  wage  index  value  for  CBSA  16974 
is  1.0471  (Table  12A  of  the  Addendum  of  this 
final  rule).  The  Medicare  patient  is  classified 
into  MS-LTC-DRG  28  (Spinal  Procedures 
with  MCC),  which  has  a  relative  weight  for 
RY  2010  of  1.0933  (Table  11  of  the 
Addendum  of  this  final  rule). 

To  calculate  the  LTCH’s  total  adjusted 
Federal  prospective  payment  for  this 
Medicare  patient,  we  computed  the  wage- 
adjusted  Federal  prospective  payment 
amount  by  multiplying  the  unadjusted 
standard  Federal  rate  ($39,896.65)  by  the 
labor-related  share  (75.779  percent)  and  the 
wage  index  value  (1.0471).  This  wage- 
adjusted  amount  was  then  added  to  the 
nonlabor-related  portion  of  the  unadjusted 
standard  Federal  rate  (24.221  percent; 
adjusted  for  cost  of  living,  if  applicable)  to 
determine  the  adjusted  Federal  rate,  which 
was  then  multiplied  by  the  MS-LTC-DRG 
relative  weight  (1.0933)  to  calculate  the  total 
adjusted  Federal  prospective  payment  for  the 
2010  LTCH  PPS  rate  year  ($45,175.85).  The 
table  below  illustrates  the  components  of  the 
calculations  in  this  example. 


Unadjusted  Standard  Federal  Prospective  Payment  Rate . 

Labor-Related  Share  . . 

Labor-Related  Portion  of  the  Federal  Rate . 

Wage  Index  (CBSA  16974)  . . 

Wage-Adjusted  Labor  Share  of  Federal  Rate  . 

Nonlabor-Related  Portion  of  the  Federal  Rate  ($39,896.65  x  0.24221) 

Adjusted  Federal  Rate  Amount  . 

MS-LTC-DRG  28  Relative  Weight  . 


$39,896.65 
x  0.75779 
=  $30,233.28 
x  1.0471 
=  $31,657.27 
+  $9,663.37 
=  $41,320.64 
x  1.0933 


Total  Adjusted  Federal  Prospective  Payment 


=  $45,175.85 


VI.  Tables 

This  section  contains  the  tables  referred  to 
throughout  the  preamble  to  this  final  rule 
and  in  this  Addendum.  Tables  1A,  IB,  1C, 

ID,  IE,  2,  3A,  3B,  4A,  4B,  4C,  4D-1,  4D-2, 

4F,  4J,  5,  7A,  7B,  8A,  8B,  8C,  9A,  9C,  10,  11, 
12 A,  and  12B  are  presented  below.  Table 
6G. — Additions  to  the  CC  Exclusions  List, 
Table  6H. — Deletions  from  the  CC  Exclusions 
List,  Table  61. — Complete  List  of 
Complication  and  Comorbidity  (CC) 
Exclusions,  Table  6J. — Major  Complication 
and  Comorbidity  (MCC)  List,  and  Table  6K. — 
Complications  and  Comorbidity  (CC)  List  are 
available  only  through  the  Internet  on  the 
CMS  Web  site  at:  http://www.cms.hhs.gov/ 
AcutelnpatientPPS/.  The  tables  presented 
below  are  as  follows: 

Table  1A. — National  Adjusted  Operating 
Standardized  Amounts,  Labor/Nonlabor 
(68.8  Percent  Labor  Share/31.2  Percent 
Nonlabor  Share  If  Wage  Index  Is  Greater 
Than  1) 

Table  lB. — National  Adjusted  Operating 
Standardized  Amounts,  Labor/Nonlabor 
(62  Percept  Labor  Share/38  Percent 
Nonlabor  Share  If  Wage  Index  Is  Less 
Than  or  Equal  To  1) 

Table  1C. — Adjusted  Operating  Standardized 
Amounts  for  Puerto  Rico,  Labor/ 
Nonlabor 


Table  ID. — Capital  Standard  Federal 
Payment  Rate 

Table  IE. — LTCH  Standard  Federal 
Prospective  Payment  Rate 
Table  2. — Acute  Care  Hospitals  Case-Mix 
Indexes  for  Discharges  Occurring  in 
Federal  Fiscal  Year  2008;  Hospital  Wage 
Indexes  for  Federal  Fiscal  Year  2010; 
Hospital  Average  Hourly  Wages  for 
Federal  Fiscal  Years  2008  (2004  Wage 
Data),  2009  (2005  Wage  Data),  and  2010 
(2006  Wage  Data);  and  3-Year  Average  of 
Hospital  Average  Hourly  Wages 
Table  3A. — FY  2010  and  3-Year  Average 
Hourly  Wage  for  Acute  Care  Hospitals  in 
Urban  Areas  by  CBSA 
Table  3B. — FY  2010  and  3-Year  Average 

Hourly  Wage  for  Acute  Care  Hospitals  in 
Rural  Areas  by  CBSA 
Table  4A. — Wage  Index  and  Capital 

Geographic  Adjustment  Factor  (GAF)  for 
Acute  Care  Hospitals  in  Urban  Areas  by 
CBSA  and  by  State — FY  2010 
Table  4B. — Wage  Index  and  Capital 

Geographic  Adjustment  Factor  (GAF)  for 
Acute  Care  Hospitals  in  Rural  Areas  by 
CBSA  and  by  State — FY  2010 
Table  4C. — Wage  Index  and  Capital 

Geographic  Adjustment  Factor  (GAF)  for 
Acute  Care  Hospitals  That  Are 


Reclassified  by  CBSA  and  by  State — FY 
2010 

Table  4D— 1. — Rural  Floor  Budget  Neutrality 
Factors  for  Acute  Care  Hospitals — FY 
2010 

Table  4D-2. — Urban  Areas  with  Acute  Care 
Hospitals  Receiving  the  Statewide  Rural 
Floor  or  Imputed  Floor  Wage  Index — FY 
2010 

Table  4E. — Urban  CBSAs  and  Constituent 
Counties  for  Acute  Care  Hospitals — FY 
2010 

Table  4F. — Puerto  Rico  Wage  Index  and 
Capital  Geographic  Adjustment  Factor 
(GAF)  for  Acute  Care  Hospitals  by 
CBSA— FY  2010 

Table  4J. — Out-Migration  Adjustment  for 
Acute  Care  Hospitals — FY  2010 
Table  5. — List  of  Medicare  Severity 

Diagnosis-Related  Groups  (MS-DRGs), 
Relative  Weighting  Factors,  and 
Geometric  and  Arithmetic  Mean  Length 
of  Stay 

Table  6A. — New  Diagnosis  Codes 
Table  6B. — New  Procedure  Codes 
Table  6C. — Invalid  Diagnosis  Codes 
Table  6D. — Invalid  Procedure  Codes 
Table  6E. — Revised  Diagnosis  Code  Titles 
Table  6F. — Revised  Procedure  Code  Titles 
Table  7 A. — Medicare  Prospective  Payment 
System  Selected  Percentile  Lengths  of 
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Stay:  FY  2008  MedPAR  Update — March 
2009  GROUPER  V26.0  MS-DRGs 
Table  7B. — Medicare  Prospective  Payment 
System  Selected  Percentile  Lengths  of 
Stay:  FY  2008  MedPAR  Update — March 
2009  GROUPER  V27.0  M3--DRGs 
Table  8A. — Statewide  Average  Operating 
Cost-to-Charge  Ratios  (OCRs)  for  Acute 
Care  Hospitals — July  2009 
Table  8B. — Statewide  Average  Capital  Cost- 
to-Charge  Ratios  (CCRs)  for  Acute  Care 
Hospitals — July  2009 

Table  8C. — Statewide  Average  Total  Cost-to- 
Charge  Ratios  (CCRs)  for  LTCHs — July 
2009 


Table  9 A— Hospital  Reclassifications  and 
Redesignations — FY  2010 
Table  9C. — Hospitals  Redesignated  as  Rural 
under  Section  1886(d)(8)(E)  of  the  Act — 
FY  2010 

Table  10. — Geometric  Mean  Plus  the  Lesser 
of  .75  of  the  National  Adjusted  Operating 
Standardized  Payment  Amount 
(Increased  to  Reflect  the  Difference 
Between  Costs  and  Charges)  or  .75  of 
One  Standard  Deviation  of  Mean  Charges 
by  Medicare  Severity  Diagnosis-Related 
Group  (MS-DRG) — July  2009 
Table  11. — MS-LTC-DRGs,  Relative  Weights, 
Geometric  Average  Length  of  Stay,  and 


Short-Stay  Outlier  (SSO)  Threshold  for 
Discharges  Occurring  from  October  1, 

2009  through  September  30,  2010  under 
the  LTCH  PPS 

Table  12A. — LTCH  PPS  Wage  Index  for 
Urban  Areas  for  Discharges  Occurring 
from  October  1,  2009  through  September 
30, 2010 

Table  12B. — LTCH  PPS  Wage  Index  for  Rural 
Areas  for  Discharges  Occurring  from 
October  1,  2009  through  September  20, 

2010 


Table  1  A— National  Adjusted  Operating  Standardized  Amounts,  Labor/Nonlabor  (68.8  Percent  Labor 
Share/31  .2  Percent  Nonlabor  Share  If  Wage  Index  Is  Greater  Than  1) 


Full  update  (2.1  percent) 

Reduced  update  (1.1  percent) 

Labor-related 

Nonlabor-related 

Labor-related 

Nonlabor-related 

$3,593.52 

$1,629.62 

$3,523.13 

$1,597.70 

Table  IB— National  Adjusted  Operating  Standardized  Amounts,  Labor/Nonlabor  (62  Percent  Labor  Share/ 
38  Percent  Nonlabor  Share  If  Wage  Index  Is  Less  Than  or  Equal  to  1) 


Full  update  (2.1  percent) 

Reduced  update  (1.1  percent) 

Labor-related 

Nonlabor-related 

Labor-related 

Nonlabor-related 

$3,238.35 

$1,984.79 

$3,174.91 

$1,945.92 

Table  1C— Adjusted  Operating  Standardized  Amounts  for  Puerto  Rico,  Labor/Nonlabor 


Rates  if  wage  index  is  greater 
than  1 

Rates  if  wage  index  is  less 
than  or  equal  to  1 

Labor 

Nonlabor 

Labor 

Nonlabor 

National  . 

Puerto  Rico  . . . 

$3,593.52 

1,542.72 

$1,629.62 

941.52 

$3,238.35 

1,540.23 

$1,984.79 

944.01 

Table  ID— Capital  Standard  Federal  Payment  Rate 

Rate 

Puerto  Rico  . . 

$430.20 

204.01 

Table  IE— LTCH  Standard  Federal  Prospective  Payment  Rate 

• 

Rate 

Standard  Federal  Rate  . 

. ..... . : . . . .’ . 

$39,896.65 
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27.2441 


Average 


44040  Federal  Register/ Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


31.6007 

28.1119 
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130070 
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200001 
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28.3917 


28.9574 


Average  |  Av 


FY  2010 
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360211 _ 48260  38300  _  390079 _ 39  13780 

360241  _ 10420  17460 _ . _  .  390086 _ 39  44300 

360245  _ 36  17460  LUGAR  390091 _  39  49660 

370004 _  37  27900  ]  390093  39  49660~ 
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460042 _ 36260  41620 _  510070 _ 51  16620 

470001 _ 47_  30  , _  510071  _ _ 5J_  13980 

470012 _ 47  38340 _ _ _  510077 _  51  26580 

490004 _ 25500  16820 _  '  520002  _ 52  48140 


250017  25 _ 25 _  H _ 1,384  $80,16! 

260006  41140  26  12 _ 1,989  $58,99; 

260034  28140 _  _26 _  13 _ 1,062  $40,51( 

260047 _ 27620 _ 26  20 _ 1,047  SI  57,8* 

260195  44180 _  26 _  211  4871  S119.14* 


MS-DRG  1  Number  of  C»»««  1  Threshold  |  MS-DRG  NumbtrofCawei 
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$22,535|  334 _ 3,306  $38,022 

$16  046  335  7,8851  $75,101 


MS-DRG  Number  of  Cano 
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Rinc6n  Municipio,  PR 


Bollinger  County,  MO 
Cape  Girardeau  Count) 


Saline  Count 


Urban  Area 

BSA  Code _ (Constituent  Counties) 
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Appendix  A:  Regulatory  Impact 
Analysis 

I.  Overall  Impact 

We  have  examined  the  impacts  of  this  final 
rule  as  required  by  Executive  Order  12866 
(September  1993,  Regulatory  Planning  and 
Review)  and  the  Regulatory  Flexibility  Act 
(RFA)  (September  19, 1980,  Pub.  L.  96-354), 
section  1102(b)  of  the  Social  Security  Act,  the 
Unfunded  Mandates  Reform  Act  of  1995 
(Pub.  L.  104—4),  Executive  Order  13132  on 
Federalism,  and  the  Congressional  Review 
Act  (5  U.S.C.  804(2)). 

Executive  Order  12866  directs  agencies  to 
assess  all  costs  and  benefits  of  available 
regulatory  alternatives  and,  if  regulation  is 
necessary,  to  select  regulatory  approaches 
that  maximize  net  benefits  (including 
potential  economic,  environmental,  public 
health  and  safety  effects,  distributive 
impacts,  and  equity).  A  regulatory  impact 
analysis  (RIA)  must  be  prepared  for  major 
rules  with  economically  significant  effects 
($100  million  or  more  in  any  1  year). 

We  have  determined  that  this  final  rule  is 
a  major  rule  as  defined  in  5  U.S.C.  804(2).  We 
estimate  that  the  changes  for  FY  2010  acute 
care  hospital  operating  and  capital  payments 
will  redistribute  in  excess  of  $100  million 
among  different  types  of  inpatient  cases.  The 
changes  to  rebase  and  revise  the  market 
basket  for  purposes  of  the  market  basket 
update  to  die  IPPS  rates  required  by  the 
statute,  in  conjunction  with  other  payment 
changes  in  this  final  rule,  will  result  in  an 
estimated  $1.73  billion  increase  in  FY  2010 
operating  payments  (or  1.6  percent  increase), 
and  $171  million  increase  in  FY  2010  capital  - 
payments  (or  1.9  percent  increase).  The 
impacts  analysis  of  the  capital  payments  can 
be  found  in  section  VIII.  of  this  Appendix.  In 
addition,  as  described  in  section  DC.  of  this 
Appendix,  LTCHs  are  expected  to  experience 
an  increase  in  payments  by  $153  million  (or 
3.3  percent). 

Our  operating  impact  estimate  includes  the 
2.1  percent  market  basket  update  to  the 
standardized  amount.  Though  we  had 
proposed  a  -  2.5  percent  documentation  and 
coding  adjustment  applied  to  the  hospital- 
specific  rates,  the  - 1.1  percent 
documentation  and  coding  adjustment 


applied  to  the  Puerto  Rico-specific  rates  and 
the  -1.9  percent  adjustment  for 
documentation  and  coding  changes  to  the 
IPPS  standardized  amounts,  we  are  not 
applying  any  documentation  and  coding 
adjustments  to  any  of  the  rates  in  this  final 
rule.  The  estimates  of  IPPS  operating 
payments  to  acute  care  hospitals  do  not 
reflect  any  changes  in  hospital  admissions  or 
real  case-mix  intensity,  which  would  also 
affect  overall  payment  changes. 

The  RFA  requires  agencies  to  analyze 
options  for  regulatory  relief  of  small 
businesses.  For  purposes  of  the  RFA,  small 
entities  include  small  businesses,  nonprofit 
organizations,  and  small  government 
jurisdictions.  Most  hospitals  and  most  other 
providers  and  suppliers  are  considered  to  be 
small  entities,  either  by  being  nonprofit 
organizations  or  by  meeting  the  Small 
Business  Administration  definition  of  a  small 
business  (having  revenues  of  $34.5  million  or 
less  in  any  1  year).  (For  details  on  the  latest 
standards  for  heath  care  providers,  we  refer 
readers  to  the  Table  of  Small  Business  Size 
Standards  for  NAIC  622  found  on  the  Small 
Business  Administration  Office  of  Size 
Standards  Web  site  at:  http://www.sba.gov/ 
contractingopportunities/officials/size/GC- 
SMALL-BUS-SIZE-STANDARDS.html .)  For 
purposes  of  the  RFA,  all  hospitals  and  other 
providers  and  suppliers  are  considered  to  be 
small  entities.  Individuals  and  States  are  not 
included  in  the  definition  of  a  small  entity. 
We  believe  that  the  provisions  of  this  final 
rule  relating  to  acute  care  hospitals  would 
have  a  significant  impact  on  small  entities  as 
explained  in  this  Appendix.  Because  we  lack 
data  on  individual  hospital  receipts,  we 
cannot  determine  the  number  of  small 
proprietary  LTCHs.  Therefore,  we  are 
assuming  that  all  LTCHs  are  considered 
small  entities  for  the  purpose  of  the  analysis 
in  section  IX.  of  this  Appendix.  Medicare 
fiscal  intermediaries  and  MACs  are  not 
considered  to  be  small  entities.  Because  we 
acknowledge  that  many  of  the  affected 
entities  are  small  entities,  the  analysis 
discussed  throughout  the  preamble  of  this 
final  rule  constitutes  our  final  regulatory 
flexibility  analysis.  We  address  any  public 
comments  that  we  received  on  the  impact  of 


these  changes  we  are  finalizing  in  the 
applicable  sections  of  this  Appendix. 

The  Small  Business  Regulatory 
Enforcement  Fairness  Act  of  1996  (SBREFA), 
Public  Law  104-121,  as  amended  by  section 
8302  of  Public  Law  110-28,  requires  an 
agency  to  provide  compliance  guides  for  each 
rule  or  group  of  related  rules  for  which  an 
agency  is  required  to  prepare  a  final 
regulatory  flexibility  analysis.  The 
compliance  guides  associated  with  this  final 
rule  are  available  on  the  CMS  IPPS  Web  page 
at  http://www.cms.hhs.gov/ 
AcutelnpatientPPS/Oloverview.asp.  We  also 
note  that  the  Hospital  Center  Web  page  at 
http://www.cms.hhs.gov/center/hospitaI.asp 
was  developed  to  assist  hospitals  in 
understanding  and  adapting  to  changes  in 
Medicare  regulations  and  in  billing  and 
payment  procedures.  This  Web  page  provides 
hospitals  with  substantial  downloadable 
explanatory  materials. 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory  impact 
analysis  for  any  proposed  or  final  rule  that 
may  have  a  significant  impact  on  the 
operations  of  a  substantial  number  of  small 
rural  hospitals.  This  analysis  must  conform 
to  the  provisions  of  section  603  of  the  RFA. 
With  the  exception  of  hospitals  located  in 
certain  New  England  counties,  for  purposes 
of  section  1102(b)  of  the  Act,  we  now  define 
a  small  rural  hospital  as  a  hospital  that  is 
located  outside  of  an  urban  area  and  has 
fewer  than  100  beds.  Section  601(g)  of  the 
Social  Security  Amendments  of  1983  (Pub.  L. 
98-21)  designated  hospitals  in  certain  New 
England  counties  as  belonging  to  the  adjacent 
urban  area.  Thus,  for  purposes  of  the  IPPS 
and  the  LTCH  PPS,  we  continue  to  classify 
these  hospitals  as  urban  hospitals.  (We  refer 
readers  to  Table  1  and  section  VI.  of  this 
Appendix  for  the  quantitative  effects  of  the 
policy  changes  under  the  IPPS  for  operating 
costs.) 

Section  202  of  the  Unfunded  Mandates 
Reform  Act  of  1995  (Pub.  L.  104-4)  also 
requires  that  agencies  assess  anticipated  costs 
and  benefits  before  issuing  any  rule  whose 
mandates  require  spending  in  any  1  year  of 
$100  million  in  1995  dollars,  updated 
annually  for  inflation.  That  threshold  level  is 
currently  approximately  $133  million.  This 
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final  rule  will  not  mandate  any  requirements 
for  State,  local,  or  tribal  governments,  nor 
would  it  affect  private  sector  costs. 

Executive  Order  13132  establishes  certain 
requirements  that  an  agency  must  meet  when 
it  promulgates  a  proposed  rule  (and 
subsequent  final  rule)  that  imposes 
substantial  direct  requirement  costs  on  State 
and  local  governments,  preempts  State  law, 
or  otherwise  has  Federalism  implications.  As 
stated  above,  this  final  rule  will  not  have  a 
substantial  effect  on  State  and  local 
governments. 

The  following  analysis,  in  conjunction 
with  the  remainder  of  this  document, 
demonstrates  that  this  final  rule- is  consistent 
with  the  regulatory  philosophy  and 
principles  identified  in  Executive  Order 
12866,  the  RFA,  and  section  1102(b)  of  the 
Act.  The  final  rule  will  affect  payments  to  a 
substantial  number  of  small  rural  hospitals, 
as  well  as  other  classes  of  hospitals,  and  the 
effects  on  some  hospitals  may  be  significant. 

II.  Objectives  of  the  IPPS 

The  primary  objective  of  the  IPPS  is  to 
create  incentives  for  hospitals  to  operate 
efficiently  and  minimize  unnecessary  costs 
while  at  the  same  time  ensuring  that 
payments  are  sufficient  to  adequately 
compensate  hospitals  for  their  legitimate 
costs.  In  addition,  we  share  national  goals  of 
preserving  the  Medicare  Hospital  Insurance 
Trust  Fund. 

We  believe  the  changes  in  this  final  rule 
will  further  each  of  these  goals  while 
maintaining  the  financial  viability  of  the 
hospital  industry  and  ensuring  access  to  high 
quality  health  care  for  Medicare 
beneficiaries.  We  expect  that  these  changes 
will  ensure  that  the  outcomes  of  the 
prospective  payment  systems  are  reasonable 
and  equitable  while  avoiding  or  minimizing 
unintended  adverse  consequences. 

III.  Limitations  of  Our  Analysis 

The  following  quantitative  analysis 
presents  the  projected  effects  of  our  policy 
changes,  as  well  as  statutory  changes 
effective  for  FY  2010,  on  various  hospital 
groups.  We  estimate  the  effects  of  individual 
policy  changes  by  estimating  payments  per 
case  while  holding  all  other  payment  policies 
constant.  We  use  the  best  data  available,  but, 
generally,  we  do  not  attempt  to  make 
adjustments  for  future  changes  in  such 
variables  as  admissions,  lengths  of  stay,  or 
case-mix.  However,  in  the  FY  2008  IPPS  final 
rule  with  comment  period,  we  indicated  that 
we  believe  that  implementation  of  the  MS- 
DRGs  would  lead  to  increases  in  case-mix 
that  do  not  reflect  actual  increases  in 
patients’  severity  of  illness  as  a  result  of  more 
comprehensive  documentation  and  coding. 
As  explained  in  section  II.D.  of  the  preamble 
of  this  final  rule,  the  FY  2008  EPPS  final  rule 
with  comment  period  established  a 
documentation  and  coding  adjustment  of 
— 1.2  percent  for  FY  2008,  — 1.8  percent  for 
FY  2009,  and  — 1.8  percent  for  FY  2010  to 
maintain  budget  neutrality  for  the  transition 
to  the  MS-DRGs.  Subsequently,  Congress 
enacted  Public  Law  110-90.  Section  7  of 
Public  Law  110-90  reduced  the  IPPS 
documentation  and  coding  adjustment  from 
-1.2  percent  to  -0.6  percent  for  FY  2008 


and  from  — 1.8  percent  to  —  0.9  percent  for 
FY  2009.  For  FY  2010,  we  had  proposed  to 
reduce  the  national  standardized  amount. 
However,  we  have  decided  to  postpone  the 
documentation  and  coding  adjustment  to  the 
national  standardized  amount  until  FY  2011 
and  will  not  apply  the  adjustment  to  the 
national  standardized  amount  for  FY  2010. 

Furthermore,  we  believe  that  hospitals  that 
are  paid  under  the  hospital-specific  payment 
rate,  specifically  SCHs  and  MDHs, 
experience  similar  increases  in  case-mix  due 
to  documentation  and  coding  changes  that  do 
not  reflect  real  changes  in  case-mix.  Our 
actuarial  office  estimates  that  hospitals  paid 
under  the  hospital-specific  rate  experienced 
a  4.8  percent  increase  in  payments  due  to 
documentation  and  coding  changes  in  FY 
2008  and  FY  2009.  We  did  not  apply  a 
documentation  and  coding  adjustment  to  the 
hospital-specific  rates  when  we  first 
implemented  the  MS-DRG  system.  For  FY 
2010,  we  had  proposed  to  reduce  the 
hospital-specific  rate  by  -  2.5  percent  in  FY 
2010  to  account  for  the  case-mix  increase  that 
occurred  in  FY  2008  due  to  changes  in 
documentation  and  coding  under  the 
adoption  of  MS-DRGs  that  do  not  reflect  real 
changes  in  case-mix.  However,  we  have 
decided  to  postpone  the  documentation  and 
coding  adjustment  to  the  hospital-specific 
rate  until  FY  2011  and  will  not  apply  an 
adjustment  to  the  hospital-specific  rate  for 
FY  2010. 

Our  analysis,  as  described  in  II.D.  of  the 
preamble,  shows  that  Puerto  Rico  hospitals 
experienced  an  increase  in  case-mix  by  1.1 
percent  in  FY  2008  due  to  changes  in 
documentation  and  coding.  We  did  not  apply 
a  documentation  and  coding  adjustment  to 
the  Puerto  Rico-specific  rate  when  we  first 
implemented  the  MS-DRG  system. 

Consistent  with  our  decision  to  postpone 
documentation  and  coding  adjustments  for 
the  hospital-specific  rate  and  the  Federal 
standardized  amount,  we  also  are  postponing 
the  documentation  and  coding  adjustment  to 
the  Puerto-Rico  specific  rate  until  FY  2011. 

The  impacts  shown  below  illustrate  the 
impact  of  the  FY  2010  IPPS  changes  on  acute 
care  hospital  operating  payments.  As  we 
have  done  in  the  previous  rules,  we  solicited 
comments  and  information  about  the 
anticipated  effects  of  the  proposed  changes 
on  hospitals  and  our  methodology  for 
estimating  them. 

Comment:  Several  comments  questioned 
whether  Medicare  Advantage  claims  were 
used  in  the  impacts  analysis.  The 
commenters  suggested  that  CMS  reevaluate 
its  calculations  and  data  to  ensure  that 
Medicare  Advantage  claims  are  not  used  in 
the  impacts  analysis. 

Response:  The  three  primary  data  sources 
for  the  impacts  analyses  are  the  MedPAR 
claims  file,  the  Medicare  hospital  cost  report, 
and  the  Provider-Specific  File.  Historically, 
we  have  excluded  data  from  Medicare 
Advantage  claims  from  the  impacts  analysis. 
However,  for  the  FY  2010  IPPS  proposed 
rule,  the  December  31,  2008  update  of  the  FY 
2008  MedPAR  data  that  was  used  as  the 
source  for  the  impact  analysis  contained  a 
significant  number  of  Medicare  Advantage 
claims.  Under  Change  Request  5647, 
Transmittal  1311,  hospitals  were  required  to 


submit  informational  only  claims  for  all 
Medicare  Advantage  patients  they  treated  for 
discharges  occurring  on  or  after  October  1, 
2006.  As  a  result,  we  inadvertently  included 
claims  from  discharges  enrolled  in  Medicare 
Advantage  plans  in  the  impact  analysis  in  the 
proposed  rule. 

We  generally  have  excluded  Medicare  • 
Advantage  claims  from  the  impact  analysis. 
However,  as  described  in  section  H.A.4.  of 
the  Addendum  to  this  final  rule,  we  have 
used  the  Medicare  Advantage  claims 
information  to  determine  the  IME  payment 
made  on  Medicare  Advantage  claims. 

Because  IME  Medicare  Advantage  payments 
are  made  to  EPPS  hospitals  under  section 
1886(d)  of  the  Act,  we  believe  these 
payments  must  be  part  of  these  budget 
neutrality  calculations  and  in  the  operating 
impact  analysis. 

The  methodology  for  calculating  the  IME 
payment  made  on  Medicare  Advantage 
claims  is  described  in  section  II.A.4.  of  the 
Addendum  to  this  final  rule. 

IV.  Hospitals  Included  in  and  Excluded 
From  the  IPPS 

The  prospective  payment  systems  for 
hospital  inpatient  operating  and  capital- 
related  costs  of  acute  care  hospitals 
encompass  most  general  short-term,  acute 
care  hospitals  that  participate  in  the 
Medicare  program.  There  were  33  Indian 
Health  Service  hospitals  in  our  database, 
which  we  excluded  from  the  analysis  due  to 
the  special  characteristics  of  the  prospective 
payment  methodology  for  these  hospitals. 
Among  other  short-term,  acute  care  hospitals, 
only  the  46  such  hospitals  in  Maryland 
remain  excluded  from  the  IPPS  pursuant  to 
the  waiver  under  section  1814(b)(3)  of  the 
Act. 

As  of  July  2009,  there  are  3,517  IPPS  acute 
care  hospitals  to  be  included  in  our  analysis. 
This  represents  about  58  percent  of  all 
Medicare-participating  hospitals.  The 
majority  of  this  impact  analysis  focuses  on 
this  set  of  hospitals.  There  are  also 
approximately  1,330  CAHs.  These  small, 
limited  service  hospitals  are  paid  on  the  basis 
of  reasonable  costs  rather  than  under  the 
IPPS.  (We  refer  readers  to  section  VII.  of  this 
Appendix  for  a  further  description  of  the 
impact  of  CAH-related  policy  changes.)  There 
are  also  1,251  IPPS-excluded  hospitals  and 
2,188  IPPS-excluded  hospital  units.  These 
IPPS-excluded  hospitals  and  units  include 
IPFs,  IRFs,  LTCHs,  RNHCIs,  children’s 
hospitals,  and  cancer  hospitals,  which  are 
paid  under  separate  payment  systems. 
Changes  in  the  prospective  payment  systems 
for  IPFs  and  IRFs  are  made  through  separate 
rulemaking.  Payment  impacts  for  these  IPPS- 
excluded  hospitals  and  units  are  not 
included  in  this  final  rule.  The  impact  of  the 
update  and  policy  changes  to  the  LTCH  PPS 
for  RY  2010  are  discussed  in  section  IX.  of 
this  Appendix. 

V.  Effects  on  Hospitals  Excluded  From  the 
EPPS 

As  of  July  2009,  there  were  1,251  hospitals 
excluded  from  the  IPPS.  Of  these  1,251 
hospitals,  78  children’s  hospitals,  11  cancer 
hospitals,  and  16  RNHCIs  are  being  paid  on 
a  reasonable  cost  basis  subject  to  the  rate-of- 
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increase  ceiling  under  §413.40.  The 
remaining  providers,  225  IRFs  and  421 
LTCHs,  are  paid  the  Federal  prospective  per 
discharge  rate  under  the  IRF  PPS  and  the 
LTCH  PPS,  respectively,  and  1,224  IPFs  are 
paid  the  Federal  per  diem  amount  under  the 
IPF  PPS.  As  stated  above,  IRFs  and  IPFs  are 
not  affected  by  rate  updates  in  this  final  rule. 
The  impacts  of  the  changes  to  LTCHs  are 
discussed  in  section  IX.  of  this  Appendix.  In 
addition,  there  are  1,224  IPF  units  located  in 
hospitals  otherwise  subject  to  the  IPPS.  There 
are  964  IRFs  (paid  under  the  IRF  PPS)  located 
in  hospitals  otherwise  subject  to  the  IPPS. 

In  the  past,  certain  hospitals  and  units 
excluded  from  the  IPPS  have  been  paid  based 
on  their  reasonable  costs  subject  to  limits  as 
established  by  the  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982  (TEFRA).  Cancer 
and  children’s  hospitals  continue  to  be  paid 
on  a  reasonable  cost  basis  subject  to  TEFRA 
limits  for  FY  2010.  For  these  hospitals 
(cancer  and  children’s  hospitals),  consistent 
with  the  authority  provided  in  section 
1886(b)(3)(B)(ii)  of  the  Act,  the  update  is  the 
percentage  increase  in  the  FY  2010  IPPS 
operating  market  basket.  In  compliance  with 
section  404  of  the  MMA,  in  this  final  rule, 
we  are  replacing  the  FY  2002-based  IPPS 
operating  and  capital  market  baskets  with  the 
revised  and  rebased  FY  2006-based  EPPS 
operating  and  capital  market  baskets  for  FY 
2010.  Therefore,  consistent  with  current  law, 
based  on  IHS  Global  Insight,  Inc.’s  2009 
second  quarter  forecast,  with  historical  data 
through  the  2009  first  quarter,  we  are 
estimating  that  the  FY  2010  update  to  the 
IPPS  operating  market  basket  will  be  2.1 
percent  (that  is,  the  current  estimate  of  the 
market  basket  rate-of-increase).  In  addition, 
in  accordance  with  §  403.752(a)  of  the 
regulations,  RNHCIs  are  paid  under  §413.40, 
which  also  uses  section  1886(b)(3)(B)(ii)  of 
the  Act  to  update  target  amounts  by  the  rate- 
of-increase  percentage.  For  RNHCIs,  the 
update  is  the  percentage  increase  in  the  FY 
2010  IPPS  operating  market  basket  increase, 
which  is  estimated  to  be  2.1  percent,  based 
on  IHS  Global  Insight,  Inc.’s  2009  second 
quarter  forecast  of  the  IPPS  operating  market 
basket  increase,  with  historical  data  through 
the  2009  first  quarter. 

The  impact  of  the  update  in  the  rate-of- 
increase  limit  on  those  excluded  hospitals 
depends  on  the  cumulative  cost  increases 
experienced  by  each  excluded  hospital  since 
its  applicable  base  period.  For  excluded 
hospitals  that  have  maintained  their  cost 
increases  at  a  level  below  the  rate-of-increase 
limits  since  their  base  period,  the  major  effect 
is  on  the  level  of  incentive  payments  these 
excluded  hospitals  receive.  Conversely,  for 
excluded  hospitals  with  per-case  cost 
increases  above  the  cumulative  update  in 
their  rate-of-increase  limits,  the  major  effect 
is  the  amount  of  excess  costs  that  will  not  be 
reimbursed. 

We  note  that,  under  §  413.40(d)(3),  an 
excluded  hospital  that  continues  to  be  paid 
under  the  TEFRA  system,  whose  costs  exceed 
110  percent  of  its  rate-of-increase  limit 
receives  its  rate-of-increase  limit  plus  50 
percent  of  the  difference  between  its 
reasonable  costs  and  110  percent  of  the  limit, 
not  to  exceed  110  percent  of  its  limit.  In 
addition,  under  the  various  provisions  set 


forth  in  §413.40,  cancer  and  children’s 
hospitals  can  obtain  payment  adjustments  for 
justifiable  increases  in  operating  costs  that 
exceed  the  limit. 

VI.  Quantitative  Effects  of  the  Policy 
Changes  Under  the  IPPS  for  Operating  Costs 

A.  Basis  and  Methodology  of  Estimates 

In  this  final  rule,  we  are  announcing  policy 
changes  and  payment  rate  updates  for  the 
IPPS  for  operating  costs  of  acute  care 
hospitals.  Updates  to  the  capital  payments  to 
acute  care  hospitals  are  discussed  in  section 
VIII.  of  this  Appendix. 

Based  on  the  overall  percentage  change  in 
payments  per  case  estimated  using  our 
payment  simulation  model,  we  estimate  that 
total  FY  2010  operating  payments  will 
increase  by  1.6  percent  compared  to  FY  2009, 
largely  due  to  the  statutorily  mandated 
update  to  the  EPPS  rates.  The  impacts  do  not 
illustrate  changes  in  hospital  admissions  or 
real  case-mix  intensity,  which  will  also  affect 
overall  payment  changes. 

We  have  prepared  separate  impact  analyses 
of  the  changes  to  each  system.  This  section 
deals  with  changes  to  the  operating 
prospective  payment  system  for  acute  care 
hospitals.  Our  payment  simulation  model 
relies  on  the  most  recent  available  data  to 
enable  us  to  estimate  the  impacts  on 
payments  per  case  of  certain  changes  in  this 
final  rule.  However,  there  are  other  changes 
for  which  we  do  not  have  data  available  that 
would  allow  us  to  estimate  the  payment 
impacts  using  this  model.  For  those  changes, 
we  have  attempted  to  predict  the  payment 
impacts  based  upon  our  experience  and  other 
more  limited  data. 

The  data  used  in  developing  the 
quantitative  analyses  of  changes  in  payments 
per  case  presented  below  are  taken  from  the 
FY  2008  MedPAR  file  and  the  most  current 
Provider-Specific  File  that  is  used  for 
payment  purposes.  Although  the  analyses  of 
the  changes  to  the  operating  PPS  do  not 
incorporate  cost  data,  data  from  the  most 
recently  available  hospital  cost  report  were 
used  to  categorize  hospitals.  Our  analysis  has 
several  qualifications.  First,  in  this  analysis, 
we  do  not  make  adjustments  for  future 
changes  in  such  variables  as  admissions, 
lengths  of  stay,  or  underlying  growth  in  real 
case-mix.  Second,  due  to  the  interdependent 
nature  of  the  IPPS  payment  components,  it  is 
very  difficult  to  precisely  quantify  the  impact 
associated  with  each  change.  Third,  we  use 
various  sources  for  the  data  used  to 
categorize  hospitals  in  the  tables.  In  some 
cases,  particularly  the  number  of  beds,  there 
is  a  fair  degree  of  variation  in  the  data  from 
different  sources.  We  have  attempted  to 
construct  these  variables  with  the  best 
available  source  overall.  However,  for 
individual  hospitals,  some 
miscategorizations  are  possible. 

Using  cases  from  the  FY  2008  MedPAR 
file,  we  simulated  payments  under  the 
operating  IPPS  given  various  combinations  of 
payment  parameters.  Any  short-term,  acute 
care  hospitals  not  paid  under  the  IPPS 
(Indian  Health  Service  hospitals  and 
hospitals  in  Maryland)  were  excluded  from 
the  simulations.  The  impact  of  payments 
under  the  capital  IPPS,  or  the  impact  of 
payments  for  costs  other  than  inpatient 


operating  costs,  are  not  analyzed  in  this 
section.  Estimated  payment  impacts  of  the 
capital  IPPS  for  FY  2010  are  discussed  in 
section  VIII.  of  this  Appendix. 

The  changes  discussed  separately  below 
are  the  following: 

•  The  effects  of  the  annual  reclassification 
of  diagnoses  and  procedures,  full 
implementation  of  the  MS-DRG  system  and 
100  percent  cost-based  MS-DRG  relative 
weights. 

•  The  effects  of  the  changes  in  hospitals’ 
wage  index  values  reflecting  wage  data  from 
hospitals'  cost  reporting  periods  beginning 
during  FY  2006,  compared  to  the  FY  2005 
wage  data. 

•  The  effects  of  the  changes  to  the  hospital 
labor-related  share,  where  the  hospital  labor- 
related  share  for  hospitals  with  a  wage  index 
greater  than  1  has  been  rebased  from  69.7 
percent  to  68.8  percent.  Hospitals  with  a 
wage  index  less  than  or  equal  to  1  will 
continue  to  have  a  hospital  labor-related 
share  of  62  percent. 

•  The  effects  of  the  recalibration  of  the 
DRG  relative  weights  as  required  by  section 
1886(d)(4)(C)  of  the  Act,  including  the  wage 
and  recalibration  budget  neutrality  factors. 

•  The  effects  of  geographic 
reclassifications  by  the  MGCRB  that  will  be 
effective  in  FY  2010. 

•  The  effects  of  the  second  year  of  the  3- 
year  transition  to  apply  rural  floor  budget 
neutrality  adjustment  at  the  State  level.  In  FY 
2010,  hospitals  will  receive  a  blended  wage 
index  that  is  50  percent  of  a  wage  index  with 
the  State  level  rural  and  imputed  floor  budget 
neutrality  adjustment  and  50  percent  of  a 
wage  index  with  the  national  budget 
neutrality  adjustment. 

•  The  effects  of  section  505  of  Public  Law 
108-173,  which  provides  for  an  increase  in 
a  hospital’s  wage  index  if  the  hospital 
qualifies  by  meeting  a  threshold  percentage 
of  residents  of  the  county  where  the  hospital 
is  located  who  commute  to  work  at  hospitals 
in  counties  with  higher  wage  indexes. 

•  The  total  estimated  change  in  payments 
based  on  the  FY  2010  policies  relative  to 
payments  based  on  FY  2009  policies  that 
include  the  market  basket  update  of  2.1 
percent. 

To  illustrate  the  impacts  of  the  FY  2010 
changes,  our  analysis  begins  with  a  FY  2009 
baseline  simulation  model  using:  the  FY 
2010  market  basket  update  of  2.1  percent;  the 
FY  2009  MS-DRG  GROUPER  (Version  26.0); 
the  most  current  CBSA  designations  for 
hospitals  based  on  OMB’s  MSA  definitions; 
the  FY  2009  wage  index;  and  no  MGCRB 
reclassifications.  Outlier  payments  are  set  at 
5.1  percent  of  total  operating  DRG  and  outlier 
payments. 

Section  1886(b)(3)(B)(viii)  of  the  Act,  as 
added  by  section  5001(a)  of  Public  Law  109- 
171,  provides  that,  for  FY  2007  and 
subsequent  years,  the  update  factor  will  be 
reduced  by  2.0  percentage  points  for  any 
hospital  that  does  not  submit  quality  data  in 
a  form  and  manner  and  at  a  time  specified 
by  the  Secretary.  At  the  time  this  impact  was 
prepared,  94  hospitals  did  not  receive  the  full 
market  basket  rate-of-increase  for  FY  2009 
because  they  failed  the  quality  data 
submission  process.  For  purposes  of  the 
simulations  shown  below,  we  modeled  the 
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payment  changes  for  FY  2010  using  a 
reduced  update  for  these  94  hospitals. 
However,  we  do  not  have  enough 
information  at  this  time  to  determine  which 
hospitals  will  not  receive  the  full  market 
basket  rate-of-increase  for  FY  2010. 

Each  policy  change,  statutorily  or 
otherwise,  is  then  added  incrementally  to 
this  baseline,  finally  arriving  at  an  FY  2010 
model  incorporating  all  of  the  changes.  This 
simulation  allows  us  to  isolate  the  effects  of 
each  change. 

Our  final  comparison  illustrates  the 
percent  change  in  payments  per  case  from  FY 
2009  to  FY  2010.  Three  factors  not  discussed 
separately  have  significant  impacts  here.  The 
first  factor  is  the  update  to  the  standardized 
amount.  In  accordance  with  section 
1886(b)(3)(B)(i)  of  the  Act,  we  are  updating 
the  standardized  amounts  for  FY  2010  using 
the  most  recently  forecasted  hospital  market 
basket  increase  for  FY  2010  of  2.1  percent. 
(Hospitals  that  fail  to  comply  with  the  quality 
data  submission  requirements  to  receive  the 
full  update  will  receive  an  update  reduced  by 
2.0  percentage  points  from  2.1  percent  to  0.1 
percent.)  Under  section  1886(b)(3)(B)(iv)  of 
the  Act,  the  updates  to  the  hospital-specific 
amounts  for  SCHs  and  for  MDHs  are  also 
equal  to  the  market  basket  percentage 
increase,  or  2.1  percent. 

A  second  significant  factor  that  affects  the 
changes  in  hospitals’  payments  per  case  from 
FY  2010  to  FY  2010  is  the  change  in  a 
hospital’s  geographic  reclassification  status 
from  one  year  to  the  next.  That  is,  payments 
may  be  reduced  for  hospitals  reclassified  in 
FY  2009  that  are  no  longer  reclassified  in  FY 
2010.  Conversely,  payments  may  increase  for 
hospitals  not  reclassified  in  FY  2009  that  are 
reclassified  in  FY  2010.  In  addition,  section 
508  of  Public  Law  108-173,  the  special 
reclassification  provision,  is  set  to  expire  in 
FY  2010.  The  section  508  reclassification  is 
a  nonbudget  Deutral  provision,  so  overall 
payments  will  be  reduced  as  a  result  of  the 
expiration  of  this  provision.  In  the  impact 
analysis  for  this  final  rule,  the  expiration  of 
certain  special  exceptions  as  well  as  section 
508  of  Public  Law  108-173  resulted  in 
substantial  impacts  for  a  relatively  small 


number  of  hospitals  in  a  particular  category 
because  those  providers  have  lost  their 
reclassification  status  resulting  in  a 
percentage  change  in  payments  for  the 
category  to  be  below  the  national  mean. 

A  third  significant  factor  is  that  we 
currently  estimate  that  actual  outlier 
payments  dining  FY  2009  will  be  5.4  percent 
of  total  DRG  payments.  When  the  FY  2008 
final  rule  was  published,  we  projected  FY 
2009  outlier  payments  would  be  5.1  percent 
of  total  DRG  plus  outlier  payments;  the 
average  standardized  amounts  were  offset 
correspondingly.  The  effects  of  the  higher 
than  expected  outlier  payments  during  FY 
2009  (as  discussed  in  the  Addendum  to  this 
final  rule)  are  reflected  in  the  analyses  below 
comparing  our  current  estimates  of  FY  2009 
payments  per  case  to  estimated  FY  2010 
payments  per  case  (with  outlier  payments 
projected  to  equal  5.1  percent  of  total  DRG 
payments). 

B.  Analysis  of  Table  I 

Table  I  displays  the  results  of  our  analysis 
of  the  changes  for  FY  2010.  The  table 
categorizes  hospitals  by  various  geographic 
and  special  payment  consideration  groups  to 
illustrate  the  varying  impacts  on  different 
types  of  hospitals.  The  top  row  of  the  table 
shows  the  overall  impact  on  the  3,517  acute 
care  hospitals  included  in  the  analysis. 

The  next  four  rows  of  Table  I  contain 
hospitals  categorized  according  to  their 
geographic  location:  all  urban,  which  is 
further  divided  into  large  urban  and  other 
urban;  and  rural.  There  are  2,525  hospitals 
located  in  urban  areas  included  in  our 
analysis.  Among  these,  there  are  1,377 
hospitals  located  in  large  urban  areas 
(populations  over  1  million),  and  1,148 
hospitals  in  other  urban  areas  (populations  of 
1  million  or  fewer).  In  addition,  there  are  992 
hospitals  in  rural  areas.  The  next  two 
groupings  are  by  bed-size  categories,  shown 
separately  for  urban  and  rural  hospitals.  The 
final  groupings  by  geographic  location  are  by 
census  divisions,  also  shown  separately  for 
urban  and  rural  hospitals. 

The  second  part  of  Table  I  shows  hospital 
groups  based  on  hospitals’  FY  2010  payment 
classifications,  including  any 


reclassifications  under  section  1886(d){10)  of 
the  Act.  For  example,  the  rows  labeled  urban, 
large  urban,  other  urban,  and  rural  show  that 
the  numbers  of  hospitals  paid  based  on  these 
categorizations  after  consideration  of 
geographic  reclassifications  (including 
reclassifications  under  section  1886(d)(8)(B) 
and  section  1886(d)(8)(E)  of  the  Act  that  have 
implications  for  capital  payments)  are  2,593, 
1,422, 1,171  and  924,  respectively. 

The  next  three  groupings  examine  the 
impacts  of  the  changes  on  hospitals  grouped 
by  whether  or  not  they  have  GME  residency 
programs  (teaching  hospitals  that  receive  an 
IME  adjustment)  or  receive  DSH  payments,  or 
some  combination  of  these  two  adjustments. 
There  are  2,475  nonteaching  hospitals  in  our 
analysis,  804  teaching  hospitals  with  fewer 
than  100  residents,  and  238  teaching 
hospitals  with  100  or  more  residents. 

In  the  DSH  categories,  hospitals  are 
grouped  according  to  their  DSH  payment 
status,  and  whether  they  are  considered 
urban  or  rural  for  DSH  purposes.  The  next 
category  groups  together  hospitals  considered 
urban  or  rural,  in  terms  of  whether  they 
receive  the  IME  adjustment,  the  DSH 
adjustment,  both,  or  neither. 

The  next  five  rows  examine  the  impacts  of 
the  changes  on  rural  hospitals  by  special 
payment  groups  (SCHs,  RRCs,  and  MDHs). 
There  were  187  RRCs,  337  SCHs,  186  MDHs, 
and  106  hospitals  that  are  both  SCHs  and 
RRCs,  and  15  hospitals  that  are  both  an  MDH 
and  an  RRC. 

The  next  series  of  groupings  are  based  on 
the  type  of  ownership  and  the  hospital’s 
Medicare  utilization  expressed  as  a  percent 
of  total  patient  days.  These  data  were  taken 
from  the  FY  2007  or  FY  2006  Medicare  cost 
reports. 

The  next  two  groupings  concern  the 
geographic  reclassification  status  of 
hospitals.  The  first  grouping  displays  all 
urban  hospitals  that  were  reclassified  by  the 
MGCRB  for  FY  2010.  The  second  grouping 
shows  the  MGCRB  rural  reclassifications. 

The  final  category  shows  the  impact  of  the 
policy  changes  on  the  20  cardiac  hospitals  in 
our  analysis. 


Table  I— Impact  Analysis  of  Changes  to  the  IPPS  for  Operating  Costs  for  FY  2010 


Number 

of 

hospitals 

FY  2010 
Weights  & 
DRG 
changes 

(1) 

Application 
of  re¬ 
calibration 
budget 
neutrality 

(2) 

FY  2010 
Wage  data 
ana  labor- 
related 
share 

(3) 

Application 
of  wage 
budget 
neutrality 

(4) 

FY  2010 
DRG,  rel. 
wts.,  wage 
index 
changes, 
labor-re¬ 
lated  share 
with  wage 
and  re¬ 
calibration 
budget 
neutrality 

(5) 

FY  2010 
MGCRB 
reclassi¬ 
fications 

(6) 

Transi¬ 
tional  Vfe 
within  state 
rural  floor 
budget 
neutrality 
and  'A  na¬ 
tional  rural 
floor 
budget 
neutrality 

(7) 

FY  2010 
Out¬ 
migration 
adjustment 

(8) 

All 

FY  2010 
changes 

(9) 

All  Hospitals  . 

3,517 

0.2 

0 

0 

0 

0 

0 

0 

0 

1.6 

By  Geographic  Location: 

Urban  hospitals  . 

2,525 

0.2 

0 

0 

0 

0 

-0.2 

0 

0 

1.6 

Large  urban  areas  . 

1,377 

0.2 

0 

0 

0 

0 

-0.3 

0 

0 

1.7 

Other  urban  areas . 

1,148 

0.2 

0 

-0.1 

0 

-0.1 

0 

0.1 

0 

1.5 

Rural  hospitals  . 

992 

0 

-0.2 

-0.2 

-0.1 

-0.3 

1.8 

-0.1 

0.1 

1.6 

Bed  Size  (Urban): 

0-99  beds  . 

634 

0.4 

0.1 

0.1 

0.2 

0.2 

-0.5 

0 

0 

1.8 

100-199  beds  . 

808 

0.2 

0 

0 

0 

0 

-0.1 

0.1 

0 

1.6 

200-299  beds  . 

466 

0.2 

0 

0 

0 

0 

-0.1 

0 

0 

1.7 

300-499  beds  . 

426 

0.2 

0 

-0.1 

-0.1 

-0.1 

-0.2 

0 

0 

1.5 
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Table  I— Impact  Analysis  of  Changes  to  the  IPPS  for  Operating  Costs  for  FY  2010— Continued 


Number 

of 

hospitals 

FY  2010 
Weights  & 
DRG 
changes 

Application 
of  re  ¬ 
calibration 
budget 
neutrality 

FY  2010 
Wage  data 
and  labor- 
related 
share 

Application 
of  wage 
budget 
neutrality 

FY  2010 
DRG,  rel. 
wts.,  wage 
index 
changes, 
labor-re¬ 
lated  share 
with  wage 
and  re¬ 
calibration 
budget 
neutrality 

FY  2010 
MGCRB 
reclassi¬ 
fications 

Transi¬ 
tional  Vfe 
within  state 
rural  floor 
budget 
neutrality 
and  ’/2  na¬ 
tional  rural 
floor 
budget 
neutrality 

FY  2010 
Out¬ 
migration 
adjustment 

All 

FY  2010 
changes 

0) 

(2) 

(3) 

(4) 

(5) 

(6) 

(7) 

(8) 

(9) 

500  or  more  beds  . 

Bed  Size  (Rural): 

'  0-49  beds  . . . 

50-99  beds  . 

100-149  beds  . 

150-199  beds  . 

200  or  more  beds  . 

Urban  by  Region: 

New  England . 

Middle  Atlantic . 

South  Atlantic . 

East  North  Central  ..„ . 

East  South  Central . 

West  North  Central  . 

West  South  Central . 

Mountain  . 

Pacific . 

Puerto  Rico  . 

Rural  by  Region: 

New  England . 

Middle  Atlantic . , 

South  Atlantic . 

East  North  Central  . 

East  South  Central . 

West  North  Central  . 

West  South  Central . 

Mountain  . 

Pacific . . . 

By  Payment  Classification: 

Urban  hospitals . 

Large  urban  areas  . 

Other  urban  areas . 

Rural  areas  . : . 

Teaching  Status: 

Nonteaching . 

Fewer  than  100  residents 

100  or  more  residents . 

Urban  DSH: 

Non-DSH . 

100  or  more  beds  . 

Less  than  100  beds  . 

Rural  DSH: 

SCH . 

RRC  . . 

100  or  more  beds  . 

Less  than  100  beds  . 

Urban  teaching  and  DSH: 

Both  teaching  and  DSH  ... 

Teaching  and  no  DSH  . 

No  teaching  and  DSH . 

No  teaching  and  no  DSH 
Special  Hospital  Types: 

RRC  . 

SCH . 

MDH  . . . 

SCH  and  RRC  . 

MDH  and  RRC . 

Type  of  Ownership: 

Voluntary . 

Proprietary . 

Government  . 

Medicare  Utilization  as  a  Per¬ 
cent  of  Inpatient  Days: 

0-25  . 

25-50  . . . 

50-65  . 

Over  65  . 

FY  2010  Reclassifications  by 
the  Medicare  Geographic 
rt  Classification  Review  Board: 
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Table  I— Impact  Analysis  of  Changes  to  the  IPPS  for  Operating  Costs  for  FY  2010— Continued 


Number 

of 

hospitals 

FY  2010 
Weights  & 
DRG 
changes 

(1) 

Application 
of  re¬ 
calibration 
budget 
neutrality 

(2) 

FY  2010 
Wage  data 
and  labor- 
related 
share 

(3) 

Application 
of  wage 
budget 
neutrality 

(4) 

FY  2010 
DRG,  rel. 
wts.,  wage 
index 
changes, 
labor-re¬ 
lated  share 
with  wage 
and  re¬ 
calibration 
budget 
neutrality 

(5) 

FY  2010 
MGCRB 
reclassi¬ 
fications 

(6) 

Transi¬ 
tional  Vfe 
within  state 
rural  floor 
budget 
neutrality 
and  %  na¬ 
tional  rural 
floor 
budget 
neutrality 

(7) 

FY  2010 
Out¬ 
migration 
adjustment 

-  (8) 

All 

FY  2010 
changes 

(9) 

All  Reclassified  Hospitals 

807 

men 

IBES 

-0.2 

-0.1 

-0.2 

2 

-0.1 

0 

1.6 

Non-Reclassified  Hos- 

pitals  . 

Urban  Hospitals  Reclassi- 

2,710 

0 

0 

0 

-0.7 

0 

0 

1.6 

tied . 

Urban  Non  reclassified 

456 

-0.2 

-0.1 

-0.2 

1.7 

-0.1 

0 

1.6 

Hospitals,  FY  2010: 

All  Rural  Hospitals  Re- 

2,045 

H 

0 

0 

0 

-0.7 

0 

0 

1.6 

classified  FY  2010: 

Rural  Nonreclassified 

351 

0.1 

-0.1 

-0.2 

-0.1 

-0.3 

2.8 

-0.1 

0 

1.7 

Hospitals  FY  2010: 

579 

-0.1 

HKD 

-0.2 

-0.1 

-0.4 

-0.1 

0.2 

1.6 

All  Section  401  Reclassi- 

fied  Hospitals: 

Other  Reclassified  Hos¬ 
pitals  (Section 

32 

-0.1 

0.2 

-0.2 

■ 

0.3 

1886(d)(8)(B))  . 

Specialty  Hospitals: 

62 

-0.1 

-0.1 

-0.5 

3.1 

0.9 

Cardiac  specialty  Hos- 

pitals  . 

20 

-0.1 

■D 

0.1 

-0.2 

-0.8 

mmm 

1.6 

1  Because  data  necessary  to  classify  some  hospitals  by  category  were  missing,  the  total  number  of  hospitals  in  each  category  may  not  equal  the  national  total.  Dis¬ 
charge  data  are  from  FY  2008,  and  hospital  cost  report  data  are  from  reporting  periods  beginning  in  FY  2007  and  FY  2006. 

2  This  column  displays  the  payment  impact  of  the  changes  to  the  Version  27  GROUPER  and  the  recalibration  of  the  DRG  weights  based  on  FY  2008  MedPAR  data 

in  accordance  with  section  1886(d)(4)(C)(iii)  of  the  Act. 

3  This  column  displays  the  application  of  the  recalibration  budget  neutrality  factor  of  0.997941,  in  accordance  with  section  1 886(d)(4)(C)(iii)  of  the  Act. 

4  This  column  displays  the  payment  impact  of  the  update  to  wage  index  data  using  FY  2006  cost  report  data  and  the  update  to  the  labor-related  share  for  providers 

with  a  wage  index  greater  than  1 .  Based  on  FY  2006  data,  the  labor  related  share,  or  the  proportion  of  the  standardized  amount  that  the  wage  index  is  applied  to,  is 
being  reduced  from  69.7  percent  to  68.8  percent. 

5This  column  displays  the  payment  impact  of  the  application  of  the  wage  budget  neutrality  factor,  which  from  now  on  will  be  calculated  separately  from  the  re¬ 
calibration  budget  neutrality  factor,  and  will  be  calculated  in  accordance  with  section  1886(d)(3)(E)(i)  of  the  Act.  The  wage  budget  neutrality  factor  is  1.000407. 

6  This  column  displays  the  combined  payment  impact  of  the  changes  in  Columns  2  through  5  and  the  cumulative  budget  neutrality  factor  for  DRG  and  wage 
changes  in  accordance  with  section  1886(d)(4)(C)(iii)  of  the  Act  and  section  1886(d)(3)(E)  of  the  Act.  The  cumulative  wage  and  recalibration  budget  neutrality  factor  of 
0.998347  is  the  product  of  the  wage  budget  neutrality  factor  and  the  recalibration  budget  neutrality  factor. 

7  Shown  here  are  the  effects  of  geographic  reclassifications  by  the  Medicare  Geographic  Classification  Review  Board  (MGCRB).  The  effects  demonstrate  the  FY 
2010  payment  impact  of  going  from  no  reclassifications  to  the  reclassifications  scheduled  to  be  in  effect  for  FY  2009.  Reclassification  for  prior  years  has  no  bearing 
on  the  payment  impacts  shown  here.  This  column  reflects  the  geographic  budget  neutrality  factor  of  0.991297. 

8This  column  displays  the  effects  of  the  rural  floor  and  the  imputed  floor,  including  the  transition  to  the  rural  floor  budget  neutrality  adjustment  at  the  State  level. 
Under  the  transition,  hospitals  will  receive  a  blended  wage  index  that  is  50  percent  of  a  wage  index  with  the  State  level  rural  and  imputed  floor  budget  neutrality  ad¬ 
justment  and  50  percent  of  a  wage  index  with  the  national  budget  neutrality  adjustment. 

9  This  column  displays  the  impact  of  section  505  of  Public  Law  108-173,  which  provides  for  an  increase  in  a  hospital's  wage  index  if  the  hospital  qualifies  by  meet¬ 
ing  a  threshold  percentage  of  residents  of  the  county  where  the  hospital  is  located  who  commute  to  work  at  hospitals  in  counties  with  higher  wage  indexes. 

10This  column  shows  the  changes  in  payments  from  FY  2009  to  FY  2010.  It  incorporates  all  of  the  changes  displayed  in  Columns  5,  6,  7,  and  8  (the  changes  dis¬ 
played  in  Columns  2,  4  are  included  in  Column  5).  It  also  reflects  the  impact  of  the  FY  2010  market  basket  update,  and  changes  in  hospitals’  reclassification  status  in 
FY  2010  compared  to  FY  2009.  The  sum  of  these  impacts  may  be  different  from  the  percentage  changes  shown  here  due  to  rounding  and  interactive  effects. 


C.  Effects  of  the  Changes  to  the  MS-DRG 
Reclassifications  and  Relative  Cost-Based 
Weights  (Column  1) 

In  Column  1  of  Table  I,  w$  present  the 
effects  of  the  DRG  reclassifications,  as 
discussed  in  section  II.  of  the  preamble  to 
this  final  rule.  Section  1886(d)(4)(C)(i)  of  the 
Act  requires  us  annually  to  make  appropriate 
classification  changes  in  order  to  reflect 
changes  in  treatment  patterns,  technology, 
and  any  other  factors  that  may  change  the 
relative  use  of  hospital  resources. 

As  discussed  in  the  preamble  of  this  final 
rule,  the  FY  2010  DRG  relative  weights  will 
be  100  percent  cost-based  and  100  percent 
MS— DRGs.  For  FY  2010,  the  MS-DRGs  are 
calculated  using  the  FY  2008  MedPAR  data 
grouped  to  the  Version  27.0  (FY  2010)  DRGs. 
The  methods  of  calculating  the  relative 
weights  and  the  reclassification  changes  to 
the  GROUPER  are  described  in  more  detail  in 
section  II.H.  of  the  preamble  to  this  final  rule. 
The  changes  to  the  relative  weights  and  MS- 


DRGs  shown  in  Column  2  are  prior  to  any 
offset  for  budget  neutrality.  Overall,  hospitals 
will  experience  a  0.2  percent  increase  in 
payments  due  to  the  changes  in  the  MS- 
DRGs  and  relative  weights  prior  to  budget 
neutrality.  Urban  hospitals  will  experience  a 
0.2  percent  increase  in  payments  under  the 
updates  to  the  relative  weights  and  DRGs, 
while  rural  hospitals  will  not  experience  a 
change  in  payments.  Under  the  MS-DRG 
system,  rural  hospitals  generally  will  not 
experience  an  increase  in  payments  from 
recalibration  due' to  the  lower  acuity  of 
services  provided. 

D.  Effects  of  the  Application  of  Recalibration 
Budget  Neutrality  (Column  2) 

Column  2  shows  the  effects  of  the  changes 
to  the  MS-DRGs  and  relative  weights  with 
the  application  of  the  recalibration  budget 
neutrality  factor  to  the  standardized  amounts. 
Consistent  with  section  1886(d)(4)(C)(iii)  of 
the  Act,  we  are  calculating  a  recalibration 


budget  neutrality  factor  to  account  for  the 
changes  in  MS-DRGs  and  relative  weights  to 
ensure  that  the  overall  payment  impact  is 
budget  neutral.  Beginning  in  FY  2010,  we  are 
calculating  a  budget  neutrality  factor  to 
account  for  changes  in  MS-DRGs  and  relative 
weights  separately  from  the  budget  neutrality 
factor  to  account  for  changes  in  wage  data. 

In  addition,  as  described  in  section  II.A.4.  of 
the  Addendum  to  this  final  rule,  we  are 
including  IME  payments  made  on  Medicare 
Advantage  claims  to  IPPS  hospitals  in  order 
to  calculate  budget  neutrality. 

The  “All  Hospitals”  line  in  Column  1 
indicates  that  changes  due  to  MS-DRGs  and 
relative  weights  will  increase  payments  by 
0.2  percent  before  application  of  the  budget 
neutrality  factor.  The  recalibration  budget 
neutrality  factor  is  0.997941,  which  is 
applied  to  the  standardized  amount.  Thus, 
the  impact  after  accounting  only  for  budget 
neutrality  for  changes  to  the  MS-DRG 
relative  weights  and  classification  is 
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somewhat  lower  than  the  figures  shown  in 
Column  1  (approximately  0.2  percent).  • 
Consequentially,  urban  hospitals  will  not 
experience  a  change  in  payments  when 
recalibration  budget  neutrality  is  applied, 
while  rural  hospitals  will  experience  a  0.2 
percent  decrease  in  payments  due  to  the 
lower  acuity  of  services  provided. 

E.  Effects  of  Wage  Index  Changes  (Column  3) 

Section  1886(d)(3)(E)  of  the  Act  requires 
that,  beginning  October  1, 1993,  we  annually 
update  the  wage  data  used  to  calculate  the 
wage  index.  In  accordance  with  this 
requirement,  the  wage  index  for  acute  care 
hospitals  for  FY  2010  is  based  on  data 
submitted  for  hospital  cost  .reporting  periods 
beginning  on  or  after  October  1,  2005  and 
before  October  1,  2006.  The  estimated  impact 
of  the  updated  wage  data  and  labor  share  on 
hospital  payments  is  isolated  in  Column  3  by 
holding  the  other  payment  parameters 
constant  in  this  simulation.  That  is,  Column 
3  shows  the  percentage  change  in  payments 
when  going  from  a  model  using  the  FY  2009 
wage  index,  based  on  FY  2005  wage  data,  the 
current  labor-related  share  and  having  a  100- 
percent  occupational  mix  adjustment 
applied,  to  a  model  using  the  FY  2010  pre¬ 
reclassification  wage  index  with  the  labor- 
related  share,  also  having  a  100-percent 
occupational  mix  adjustment  applied,  based 
on  FY  2006  wage  data  (while  holding  other 
payment  parameters  such  as  use  of  the 
Version  26.0  DRG  GROUPER  constant).  The 
occupational  mix  adjustment  is  based  on  the 
FY  2007/2008  occupational  mix  survey.  The 
wage  data  collected  on  the  FY  2006  cost 
report  include  overhead  costs  for  contract 
labor  that  were  not  collected  on  FY  2005  and 
earlier  cost  reports.  The  impacts  below 
incorporate  the  effects  of  the  FY  2006  wage 
data  collected  on  hospital  cost  reports, 
including  additional  overhead  costs  for 
contract  labor  compared  to  the  wage  data 
from  FY  2005  cost  reports  that  were  used  to 
calculate  the  FY  2009  wage  index. 

As  discussed  in  section  m.  of  this  final 
rule,  under  section  1886(d)(3)(E)  of  the  Act, 
the  Secretary  estimates  from  time  to  time  the 
proportion  of  payments  that  are  labor-related. 
“The  Secretary  shall  adjust  the  proportion  (as 
estimated  by  the  Secretary  from  time  to  time) 
of  hospitals’  costs  which  are  attributable  to 
wages  and  wage-related  costs  of  the  DRG 
prospective  payment  rates  *  *  We  refer 
to  the  proportion  of  hospitals’  costs  that  are 
attributable  to  wages  and  wage-related  costs 
as  the  “labor-related  share.” 

The  labor-related  share  is  used  to 
determine  the  proportion  of  the  national  IPPS 
base  payment  rate  to  which  the  area  wage 


index  is  applied.  In  this  final  rule,  we 
describe  our  updated  methodology  and  data 
sources  to  calculate  the  national  labor-related 
share.  In  the  proposed  rule,  using  the  cost 
category  weights  from  the  FY  2006-based 
IPPS  market  basket,  we  proposed  a  labor- 
related  share  of  67.1  percent.  In  this  final 
rule,  based  on  updated  data,  we  have 
determined  a  labor-related  share  of  68.8 
percent,  approximately  0.9  percentage  points 
lower  than  the  current  labor-related  share  of 
69.7  percent.  Accordingly,  in  this  final  rule, 
we  are  implementing  a  national  labor-related 
share  of  68.8  percent  for  discharges  occurring 
on  or  after  October  1,  2009.  This  updated 
calculation  only  affects  hospitals  with  a  wage 
index  greater  than  1.  According  to  section 
1886(d)(3)(E)(ii)  of  the  Act,  hospitals  with  a 
wage  index  less  than  or  equal  to  1  have  their 
wage  index  adjusted  to  62  percent  of  the 
national  standardized  amount;  therefore, 
these  hospitals  remain  unaffected  by  the 
updated  labor-related  share.  In  addition,  we 
are  updating  the  labor-related  share  for 
Puerto  Rico.  Using  FY  2006-based  Puerto 
Rico  cost  category  weights,  we  calculated  a 
labor-related  share  of  62.1  percent, 
approximately  3  percentage  points  higher 
than  the  current  Puerto  Rico  specific  labor- 
related  share  of  58.721.  Accordingly,  for  FY 
2010,  we  are  adopting  an  updated  Puerto 
Rico  labor-related  share  of  62.1  percent  for 
hospitals  with  a  wage  index  greater  than  1. 

Column  3  shows  the  impacts  of  updating 
the  wage  data  using  FY  2006  cost  reports  and 
the  updated  labor-related  share.  The  payment 
changes  simulated  in  this  column  are  used  to 
calculate  the  wage  budget  neutrality. 
Beginning  in  FY  2010,  we  are  calculating 
separate  wage  budget  neutrality  and 
recalibration  budget  neutrality  factors,  in 
accordance  with  section  1886(d)(3)(E)  of  the 
Act,  which  specifies  that  budget  neutrality  to 
account  for  wage  changes  or  updates  made 
under  that  subparagraph  must  be  made 
without  regard  to  the  62  percent  labor-related 
share  guaranteed  under  section 
1886(d)(3)(E)(ii)  of  the  Act.  Therefore,  for  FY 
2010,  we  are  calculating  the  wage  budget 
neutrality  factor  to  ensure  that  payments 
under  updated  wage  data  and  the  labor- 
related  share  are  budget  neutral  without 
regard  to  the  lower  labor-related  share  of  62 
percent  applied  to  hospitals  with  a  wage 
index  less  than  or  equal  to  1.  In  other  words, 
the  wage  budget  neutrality  is  calculated 
under  the  assumption  that  all  hospitals 
receive  the  higher  labor-related  share  of  the 
standardized  amount.  Column  3  shows  the 
effects  of  the  new  wage  data  and  new  labor 
share  before  budget  neutrality  under  the 
assumption  that  all  providers  have  their  Wage 


index  adjusted  by  the  same  labor-related 
share.  Overall,  the  new  wage  data  will  lead 
to  a  0.0  percent  change  for  all  hospitals 
before  being  combined  with  the  wage  budget 
neutrality  adjustment  shown  in  Column  5. 
Thus,  the  figures  in  this  column  are 
estimated  to  be  the  same  as  what  they 
otherwise  would  be  if  they  also  illustrated  a 
budget  neutrality  adjustment  solely  for 
changes  to  the  wage  index  and  labor-related 
share.  Among  the  regions,  the  largest  increase 
is  in  the  urban  New  England  region,  which 
experiences  a  1.0  percent  increase  before 
applying  an  adjustment  for  budget  neutrality. 
The  largest  decline  from  updating  the  wage 
data  is  seen  in  rural  New  England  ( -  0.5 
percent  decrease). 

In  looking  at  the  wage  data  itself,  the 
national  average  hourly  wage  increased  4.0 
percent  compared  to  FY  2009.  Therefore,  the 
only  manner  in  which  to  maintain  or  exceed 
the  previous  year’s  wage  index  was  to  match 
or  exceed  the  national  4.0  percent  increase  in 
average  hourly  wage.  Of  the  3,467  hospitals 
with  wage  data  for  both  FYs  2009  and  2010, 
1,662,  or  47.9  percent,  experienced  an 
average  hourly  wage  increase  of  4.0  percent 
or  more. 

The  following  chart  compares  the  shifts  in 
wage  index  values  for  hospitals  for  FY  2010 
relative  to  FY  2009.  Among  urban  hospitals, 
36  will  experience  an  increase  of  more  than 
5  percent  and  less  than  10  percent  and  8  will 
experience  an  increase  of  more  than  10 
percent.  Among  rural  hospitals,  7  will 
experience  an  increase  of  more  than  5 
percent  and  less  than  10  percent,  and  none 
will  experience  an  increase  of  more  than  10 
percent.  However,  952  rural  hospitals  will 
experience  increases  or  decreases  of  less  than 
5  percent,  while  2,421  urban  hospitals  will 
experience  increases  or  decreases  of  less  than 
5  percent.  Thirty-seven  urban  hospitals  will 
experience  decreases  in  their  wage  index 
values  of  more  than  5  percent  and  less  than 
10  percent.  Six  urban  hospitals  will 
experience  decreases  in  their  wage  index 
values  of  greater  than  10  percent.  No  rural 
hospitals  will  experience  decreases  of  more 
than  5  percent.  These  figures  reflect  changes 
in  the  wage  index  which  is  an  adjustment  to 
either  68.8  percent  or  62  percent  of  a 
hospital’s  standardized  amount,  depending 
upon  whether  its  wage  index  is  greater  than 
1.0  or  less  than  of  equal  to  1.0.  Therefore, 
these  figures  are  illustrating  a  somewhat 
larger  change  in  the  wage  index  than  will 
occur  to  the  hospital’s  total  payment. 

The  following  chart  shows  the  projected 
impact  for  urban  and  rural  hospitals. 
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F.  Application  of  the  Wage  Budget  Neutrality 
Factor  ( Column  4 ) 

Column  4  shows  the  impact  of  the  new 
wage  data,  new  labor  share  with  the 
application  of  the  wage  budget  neutrality 
factor.  For  FY  2010,  we  will  calculate  the 
wage  budget  neutrality  factor  without  regard 
to  the  lower  labor  share  of  62  percent  for 
hospitals  with  a  wage  index  less  than  or 
equal  to  1,  in  accordance  with  section 
1886(d)(3)(E)(i)  of  the  Act.  In  other  words, 
the  wage  budget  neutrality  is  calculated 
under  the  assumption  that  all  hospitals 
receive  the  labor-related  share  of  68.8  percent 
of  the  standardized  amount  compared  to  the 
current  labor-related  share  of  69.7  percent  of 
the  standardized  amount.  In  addition,  as 
described  in  section  II.A.4.  of  the  Addendum 
to  this  final  rule,  we  are  including  IME 
payments  made  on  Medicare  Advantage 
claims  to  IPPS  hospitals  in  order  to  calculate 
budget  neutrality.  Because  the  wage  data 
changes  did  not  change  overall  payments 
(displayed  in  Column  3),  the  wage  budget 
neutrality  factor  is  minimal  at  1.000407,  and 
the  overall  payment  change  is  0.0  percent. 

G.  Combined  Effects  ofMS-DRG  and  Wage 
Index  Changes  (Column  5) 

Section  1886(d)(4)(C)(iii)  of  the  Act 
requires  that  changes  to  MS— DRG 
reclassifications  and  the  relative  weights 
cannot  increase  or  decrease  aggregate 
payments.  In  addition,  section  1886(d)(3)(E) 
of  the  Act  specifies  that  any  updates  or 
adjustments  to  the  wage  index  are  to  be 
budget  neutral.  We  computed  a  wage  budget 
neutrality  factor  of  1.000411,  and  a 
recalibration  budget  neutrality  factor  of 
0.997926  (which  is  applied  to  the  Puerto  Rico 
specific  standardized  amount  and  the 
hospital-specific  rates).  The  product  of  the 
two  budget  neutrality  factors  is  the 
cumulative  wage  and  recalibration  budget 
neutrality  factor.  The  cumulative  wage  and 
recalibration  budget  neutrality  adjustment  is 
0.998347  or  approximately  -0.2  percent 
which  is  applied  to  the  national  standardized 
amounts.  Because  the  wage  budget  neutrality 
and  the  recalibration  budget  neutrality  are 
calculated  under  different  methodologies 
according  to  the  statute,  when  the  two  budget 
neutralities  are  combined  and  applied  to  the 
standardized  amount,  the  overall  payment 
impact  is  not  necessarily  budget  neutral. 
However,  in  this  final  rule,  we  are  estimating 
that  the  changes  in  the  DRG,  relative  weights 
and  updated  wage  data  and  rebased  labor- 
related  share  with  wage  and  budget 
neutrality  applied  will  result  in  a  0.0  change 
in  payments.  The  estimated  changes  shown 
in  this  column  reflect  the  combined  effects  of 
the  changes  in  Columns  2,  3,  and  4  and  the 
budget  neutrality  factors  discussed 
previously. 

We  estimate  that  the  combined  impact  of 
the  changes  to  the  relative  weights  and  DRGs, 
the  updated  wage  data  and  changes  to  the 
labor  share  with  budget  neutrality  applied 
will  result  in  no  change  in  payments  for 
urban  hospitals.  Rural  hospitals  will 
generally  experience  a  decrease  in  payments 
(  —  0.3  percent)  primarily  due  to  payment 
decreases  under  the  MS-DRGs  and  wage 
data.  Among  the  rural  hospital  categories, 
rural  New  England  hospitals  will  experience 


the  greatest  decline  in  payment  (-0.7 
percent)  primarily  due  to  the  changes  to  MS- 
DRGs  and  the  relative  cost  weights. 

H.  Effects  ofMGCRB  Reclassifications 
(Column  6) 

Our  impact  analysis  to  this  point  has 
assumed  acute  care  hospitals  are  paid  on  the 
basis  of  their  actual  geographic  location  (with 
the  exception  of  ongoing  policies  that 
provide  that  certain  hospitals  receive 
payments  on  other  bases  than  where  they  are 
geographically  located).  The  changes  in 
Column  6  reflect  the  per  case  payment 
impact  of  moving  from  this  baseline  to  a 
simulation  incorporating  the  MGCRB 
decisions  for  FY  2010  which  affect  hospitals’ 
wage  index  area  assignments.  By  Spring  of 
each  year,  the  MGCRB  makes  reclassification 
determinations  that  will  be  effective  for  the 
next  fiscal  year,  which  begins  on  October  1. 
The  MGCRB  may  approve  a  hospital’s 
reclassification  request  for  the  purpose  of 
using  another  area’s  wage  index  value. 
Hospitals  may  appeal  denials  of  MGCRB 
decisions  to  the  CMS  Administrator.  Further, 
hospitals  have  45  days  from  publication  of 
the  IPPS  rule  in -the  Federal  Register  to 
decide  whether  to  withdraw  or  terminate  an 
approved  geographic  reclassification  for  the 
following  year.  This  column  reflects  all 
MGCRB  decisions,  Administrator  appeals 
and  decisions  of  hospitals  for  FY  2010 
geographic  reclassifications.  The  overall 
effect  of  geographic  reclassification  is 
required  by  section  1886(d)(8)(D)  of  the  Act 
to  be  budget  neutral.  Therefore,  for  the 
purposes  of  this  impact  analysis,  we  are 
applying  an  adjustment  of  0.991297  to  ensure 
that  the  effects  of  the  section  1886(d)(10) 
reclassifications  are  budget  neutral.  (See 
section  H.A.  of  the  Addendum  to  this  final 
rule.)  Geographic  reclassification  generally 
benefits  hospitals  in  rural  areas.  We  estimate 
that  geographic  reclassification  will  increase 
payments  to  rural  hospitals  by  an  average  of 

1.8  percent. 

Table  9 A  of  the  Addendum  to  this  final 
rule  reflects  the  approved  reclassifications  for 
FY  2010. 

I.  Effects  of  the  Rural  Floor  and  Imputed 
Floor,  Including  the  Transition  To  Apply 
Budget  Neutrality  at  the  State  Level  (Column 
7) 

As  discussed  in  section  III.B.  of  the 
preamble  of  the  FY  2009  EPPS  final  rule  and 
this  final  rule,  section  4410  of  Public  Law 
105-33  established  the  rural  floor  by 
requiring  that  the  wage  index  for  a  hospital 
in  any  urban  area  cannot  be  less  than  the 
wage  index  received  by  rural  hospitals  in  the 
same  State.  In  FY  2008,  we  changed  how  we 
applied  budget  neutrality  to  the  rural  floor. 
Rather  than  applying  a  budget  neutrality 
adjustment  to  the  standardized  amount,  a 
uniform  budget  neutrality  adjustment  is 
applied  to  the  wage  index.  In  the  FY  2009 
final  rule,  we  finalized  the  policy  to  apply 
the  rural  floor  budget  neutrality  at  the  State 
level  with  a  3-year  transition.  In  FY  2009, 
hospitals  received  a  blended  wage  index  that 
is  20  percent  of  a  wage  index  with  the  State 
level  rural  and  imputed  floor  budget 
neutrality  adjustment  and  80  percent  of  a 
wage  index  with  the  national  budget 


neutrality  adjustment.  As  described  in  FY 
2009  IPPS  final  rule  (73  FR  48570),  in  FY 
2010,  hospitals  will  receive  a  blended  wage 
index  that  is  50  percent  of  a  wage  index  with 
the  State  level  rural  and  imputed  floor  budget 
neutrality  and  50  percent  of  a  wage  index 
with  the  national  budget  neutrality 
adjustment.  The  national  rural  floor  budget 
neutrality  applied  to  the  wage  index  is 
0.996705.  The  blended  rural  floor  budget 
neutrality  factors  applied  to  the  wage  index 
are  shown  in  Table  4D-1  in  the  Addendum 
to  this  final  rule.  After  the  wage  index  is 
blended,  an  additional  adjustment  of 
0.999995  is  applied  to  the  wage  index  to 
ensure  that  payments  before  the  application 
of  the  rural  floor  are  equivalent  to  the 
payments  under  the  blended  budget  neutral 
rural  floor  wage  index. 

Furthermore,  the  FY  2005  IPPS  final  rule- 
(69  FR  49109)  established  a  temporary 
imputed  floor,  for  all  urban  States  from  FY 
2005  to  FY  2007.  The  rural  floor  requires  that 
an  urban  wage  index  cannot  be  lower  than 
the  wage  index  for  any  rural  hospital  in  that 
State.  Therefore,  an  imputed  floor  was 
established  for  States  that  do  not  have  rural 
areas  or  rural  IPPS  hospitals.  In  the  FY  2008 
IPPS  final  rule  with  comment  period  (72  FR 
47321),  we  finalized  our  proposal  to  extend 
the  imputed  floor  for  1  additional  year.  In  the 
FY  2009  EPPS  final  rule  (73  FR  48573),  we 
extended  the  imputed  floor  for  an  additional 
3  years  through  FY  2011.  Furthermore,  in 
that  final  rule,  we  provided  for  a  3-year 
transition  to  the  rural  floor  budget  neutrality 
adjustment  at  the  State  level.  Therefore,  we 
also  apply  the  imputed  floor  budget 
neutrality  adjustment  at  the  State  level 
through  a  3-year  transition,  so  that  wage 
indices  adjusted  for  the  imputed  floor  will  be 
blended  where  50  percent  of  the  wage  index 
will  have  the  national  rural  and  imputed 
floor  budget  neutrality  factor  applied  and  50 
percent  of  the  wage  index  will  have  the 
within-State  rural  and  imputed  budget 
neutrality  factor  applied.  The  national  rural 
floor  budget  neutrality  factor  listed  also 
incorporates  the  imputed  floor  in  its 
adjustment  to  the  wage  index. 

Column  7  shows  the  projected  impact  of 
the  rural  floor  and  the  imputed  floor, 
including  the  application  of  the  transition  to 
within-State  rural  and  imputed  floor  budget 
neutrality.  The  column  compares  the  post¬ 
reclassification  FY  2010  wage  index  of 
providers  before  the  rural  floor  adjustment 
and  the  post-reclassification  FY  2010  wage 
index  of  providers  with  the  rural  floor  and 
imputed  floor  adjustment.  Only  urban 
hospitals  can  benefit  from  the  rural  floor 
provision.  Because  the  provision  is  budget 
neutral,  in  prior  years,  all  other  hospitals 
(that  is,  all  rural  hospitals  and  those  urban 
hospitals  to  which  the  adjustment  is  not 
made)  had  experienced  a  decrease  in 
payments  due  to  the  budget  neutrality 
adjustment  applied  nationally.  However, 
because,  for  FY  2010,  the  rural  floor  adjusted 
wage  index  is  based  on  a  blend  where  50 
percent  of  the  wage  index  will  have  a  within- 
State  budget  neutrality  factor  applied  and  50 
percent  of  the  wage  index  will  have  a 
national  rural  floor  budget  neutrality  factor 
applied,  rural  hospitals  and  urban  hospitals 
that  do  not  benefit  from  the  rural  floor  will 
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continue  to  see  decreases  in  payments,  to  a 
lesser  extent.  Conversely,  all  hospitals  in 
States  with  hospitals  receiving  a  rural  floor 
will  have  their  wage  indices  only  partly 
downwardly  adjusted  to  achieve  budget 
neutrality  within  the  State. 

We  project  that,  in  aggregate,  rural 
hospitals  will  experience  a  0.1  percent 
decrease  in  payments  as  a  result  of  the 
application  of  rural  floor  budget  neutrality 
because  these  hospitals  do  not  benefit  from 
the  rural  floor,  but  have  their  wage  indexes 
downwardly  adjusted  to  ensure  that  the 
application  of  the  rural  floor  is  budget 
neutral  overall.  We  project  hospitals  located 
in  other  urban  areas  (populations  of  1  million 
or  fewer)  will  experience  a  0.1  percent 
increase  in  payments  because  those  providers 
benefit  from  the  rural  floor.  The  rural  floor 
in  Connecticut  has  increased  significantly 
resulting  in  increased  payments  to  urban 
hospitals  in  Connecticut  that  qualify  for  the 
rural  floor.  Because  the  rural  floor  is  a  budget 
neutral  provision,  rural  hospitals  located  in 
Connecticut  and  non-rural  floor  urban 
providers  will  have  their  wage  index 
downwardly  adjusted  by  a  rural  floor  budget 
neutrality  factor  of  0.978887  (or  —2.1 
percent).  As  a  result,  rural  New  England 
hospitals  can  expect  .decreases  in  payments 
by  0.2  percent  while  urban  New  England 
'  hospitals  can  expect  increases  in  payments  of 
0.3  percent.  Urban  Middle  Atlantic  hospitals 
can  expect  a  payment  increase  of  0.1  percent 
primarily  due  to  payment  increases  among 
urban  hospitals  in  New  Jersey,  which  is  the 
only  State  that  benefits  from  the  imputed 
floor. 

/.  Effects  of  the  Wage  Index  Adjustment  for 
Out-Migration  (Column  8) 

Section  1886(d)(13)  of  the  Act,  as  added  by 
section  505  of  Public  Law  108-173,  provides 
for  an  increase  in  the  wage  index  for 
hospitals  located  in  certain  counties  that 
have  a  relatively  high  percentage  of  hospital 
employees  who  reside  in  the  county,  but 
work  in  a  different  area  with  a  higher  wage 
index.  Hospitals  located  in  counties  that 
qualify  for  the  payment  adjustment  are  to 
receive  an  increase  in  the  wage  index  that  is 
equal  to  a  weighted  average  of  the  difference 
between  the  wage  index  of  the  resident 
county,  post-reclassification  and  the  higher 
wage  index  work  area(s),  weighted  by  the 
overall  percentage  of  workers  who  are 
employed  in  an  area  with  a  higher  wage 
index.  With  the  out-migration  adjustment, 
small  rural  providers  DSH  providers  with 
less  than  100  beds  will  experience  a  0.3 
percent  increase  in  payments  in  FY  2010 
relative  to  no  adjustment  at  all.  We  included 
these  additional  payments  to  providers  in  the 
impact  table  shown  above,  and  we  estimate 
the  impact  of  these  providers  receiving  the 
out-migration  increase  to  be  approximately 
$20  million. 

K.  Effects  of  All  Changes  (Column  9) 

Column  9  shows  our  estimate  of  the 
changes  in  payments  per  discharge  from  FY 


2009  and  FY  2010,  resulting  from  all  changes 
reflected  in  this  final  rule  for  FY  2010 
(including  statutory  changes).  In  the  IPPS 
proposed  rule,  we  had  proposed  to  apply  FY 

2010  documentation  and  coding  adjustment 
of  — 1.9  percent  on  the  national  standardized 
amount,  —  2.5  percent  on  the  hospital- 
specific  amount  and  - 1.1  percent  on  the 
Puerto  Rico-specific  rate.  However  in  this 
final  rule,  we  have  decided  to  postpone  the 
application  of  the  documentation  and  coding 
adjustments.  Because  the  hospital  payment 
projections  are  based  on  FY  2008  Medicare 
claims  data  and  we  believe  that  case-mix  was 
expected  to  increase  an  additional  1.54 
percent  in  FY  2009  and  in  FY  2010,  the 
payment  models  reflect  a  case-mix  growth  of 
1.54  percent  in  FY  2009  and  in  FY  2010. 

Column  9  reflects  the  impact  of  all  FY  2010 
changes  relative  to  FY  2009,  including  those 
shown  in  Columns  1  through  8.  The  average 
increase  in  payments  under  the  IPPS  for  all 
hospitals  is  approximately  1.6  percent.  This 
average  increase  includes  the  effects  of  the 
2.1  percent  market  basket  update,  the  -0.3 
percentage  point  difference  between  the 
projected  outlier  payments  in  FY  2009  (5.1 
percent  of  total  DRG  payments),  the  current 
estimate  of  the  percentage  of  actual  outlier 
payments  in  FY  2009  (5.4  percent),  and  a  0.2 
percent  decrease  in  payments  due  to  the 
expiration  of  section  508  reclassification. 

There  might  also  be  interactive  effects 
among  the  various  factors  comprising  the 
payment  system  that  we  are  not  able  to 
isolate.  For  these  reasons,  the  values  in 
Column  9  may  not  equal  the  sum  of  the 
percentage  changes  described  above. 

The  overall  change  in  payments  per 
discharge  for  hospitals  paid  under  the  IPPS 
in  FY  2010  is  estimated  to  increase  by  1.6 
percent.  The  payment  increases  among  the 
hospital  categories  are  largely  due  to  the 
market  basket  update.  Hospitals  in  urban 
areas  will  experience  an  estimated  1.6 
percent  increase  in  payments  per  discharge 
in  FY  2010  compared  to  FY  2009.  Hospitals 
in  large  urban  areas  will  experience  an 
estimated  1.7  percent  increase  and  hospitals 
in  other  urban  areas  will  experience  an 
estimated  1.5  percent  increase  in  payments 
per  discharge  in  FY  2010  as  compared  to  FY 
2009.  Hospital  payments  per  discharge  in 
rural  areas  are  estimated  to  increase  by  1.6 
percent  in  FY  2010  as  compared  to  FY  2009. 

Among  urban  census  divisions,  the  largest 
estimated  payment  increases  will  be  2.2 
percent  in  the  New  England  region  and  2.9 
percent  in  the  Mountain  region.  Among  the 
rural  regions,  the  providers  in  the  Mountain 
region  will  experience  the  largest  increase  in 
payments  (3.7  percent)  because  several  rural 
SCHs  located  in  this  region  will  benefit  from 
rebasing  to  the  2006  hospital-specific  rate 
under  section  112  of  Public  Law  110-275 
(MIPPA).  The  rural  providers  in  the  New 
England  region  will  have  the  smallest 
increase  among  rural  regions  «t  0.2  percent 
due  to  decreases  associated  with  the 
application  of  the  rural  floor  budget 
neutrality  on  their  wage  index. 


Among  special  categories  of  rural 
hospitals,  MDHs  will  receive  an  estimated 
payment  increase  of  2.2  percent.  MDHs  are 
paid  the  higher  of  the  IPPS  rate  based  on  the 
national  standardized  amount,  that  is,  the 
Federal  rate,  or,  if  the  hospital-specific  rate 
exceeds  the  Federal  rate,  the  Federal  rate 
plus  75  percent  of  the  difference  between  the 
Federal  rate  and  the  hospital-specific  rate. 

This  payment  impact  accounts  for  the 
corrected  wage  and  recalibration  budget 
neutrality  factor,  described  in  section  V.B.2. 
of  the  preamble  of  this  final  rule,  applied  to 
the  hospital-specific  rates  for  MDHs  that  are 
paid  based  on  their  FY  2002  hospital-specific 
rate.  Overall,  SCHs  will  experience  an 
estimated  increase  in  payments  by  2.1 
percent.  The  increase  in  payments  to  SCHs 
can  be  largely  attributed  to  the 
implementation  of  section  112  of  Pub.  L. 
110-275  (MIPPA),  which  allowed  for  SCHs  to 
be  paid  based  on  a  FY  2006  hospital-specific 
rate  (that  is,  based  on  their  updated  costs  per 
discharge  from  their  12-month  cost  reporting 
period  beginning  during  Federal  FY  2006),  if 
this  results  in  the  greatest  payment  to  the 
SCH,  effective  for  cost  reporting  periods 
beginning  on  or  after  January  1,  2009.  We 
estimated  the  FY  2006  hospital-specific  rate 
for  SCHs  that  we  believed  will  benefit  from 
the  rebased  rate  and  included  those  rates  in 
our  analysis. 

Rural  hospitals  reclassified  for  FY  2010  are 
anticipated  to  receive  a  1.7  percent  payment 
increase,  and  rural  hospitals  that  are  not 
reclassifying  are  estimated  to  receive  a 
payment- increase  of  1.6  percent. 

Cardiac  hospitals  are  expected  to 
experience  a  payment  increase  of  1.6  percent 
in  FY  2010  relative  to  FY  2009. 

L.  Effects  of  Policy  on  Payment  Adjustments 
for  Low-Volume  Hospitals 

For  FY  2010,  we  are  proposing  to  continue 
to  apply  the  volume  adjustment  criteria  we 
specified  in  the  FY  2005  IPPS  final  rule  (69 
FR  49099).  We  expect  that  two  providers  will 
receive  the  low-volume  adjustment  for  FY 
2010.  We  estimate  that  low-volume  hospitals 
will  experience  an  increase  of  $82,000  in 
payments  due  to  the  low  volume  payment 
adjustment. 

M.  Impact  Analysis  of  Table  II 

Table  II  presents  the  projected  impact  of 
the  changes  for  FY  2010  for  urban  and  rural 
hospitals  and  for  the  different  categories  of 
hospitals  shown  in  Table  I.  It  compares  the 
estimated  average  payments  per  discharge  for 
FY  2009  with  the  payments  per  discharge  for 
FY  2010,  as  calculated  under  our  models. 
Thus,  this  table  presents,  in  terms  of  the 
average  dollar  amounts  paid  per  discharge, 
the  combined  effects  of  the  changes 
presented  in  Table  I.  The  estimated 
percentage  changes  shown  in  the  last  column 
of  Table  II  equal  the  estimated  percentage 
changes  in  average  payments  per  discharge 
from  Column  9  of  Table  I. 
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Table  II— Impact  Analysis  of  Changes  for  FY  2010  Acute  Care  Hospital  Operating  Prospective  Payment 

System 


[Payments  per  discharge] 


Number  of 
hospitals 

Average 

FY  2009 
payment  per 
discharge 1 
(2) 

Average  ■ 
FY  2010 
payment  per 
discharge 1 
(3) 

All 

FY  2010 
changes 
(4) 

All  hospitals . 

3,517 

$9,996 

$10,158 

1.6 

By  Geographic  Location: 

Urban  hospitals . 

2,525 

10,435 

10,605 

1.6 

Large  urban  areas  (populations  over  1  million)  . 

1,377 

11,003 

11,192 

1.7 

Other  urban  areas  (populations  of  1  million  or  fewer)  . 

1,148 

9,749 

9,895 

1.5 

Rural  hospitals . 

992 

7,397 

7,516 

1.6 

Bed  Size  (Urban): 

0-99  beds . 

634 

7,867 

8,008 

1.8 

100-199  beds  . 

808 

8,798 

8,935 

1.6 

200-299  beds . 

466 

9,660 

9,825 

1.7 

300—499  beds . 

426 

10,886 

11,048 

1.5 

500  or  more  beds  . 

191 

\  12,925 

13,149 

1.7 

Bed  Size  (Rural): 

0-49  beds  . 

349 

5,996 

6,128 

2.2 

50-99  beds  . 

370 

6,900 

7,005 

1.5 

100-149  beds . 

164 

7,333 

7,445 

1.5 

150-199  beds  . 

62 

8,116 

•  8,246 

1.6 

200  or  more  beds  . 

42 

9,225 

•9,363 

1.5 

Urban  by  Region: 

New  England  . 

120 

10,821 

11,055 

2.2 

Middle  Atlantic  . 

344 

11,479 

11,651 

1.5 

South  Atlantic  . 

388 

9,769 

9,920 

1.5 

East  North  Central  . 

397 

9,825 

9,954 

1.3 

East  South  Central  . 

160 

9,337 

9,491 

1.6 

West  North  Central  . 

165 

10  016 

10  198 

West  South  Central  . 

346 

9^697 

9,863 

1.7 

Mountain  . 

163 

10,539 

10,846 

2.9 

Pacific  . . . . 

391 

12  821 

13  004 

Puerto  Rico . 

51 

5^044 

5,126 

1.6 

Rural  by  Region: 

New  England  . 

24 

9,791 

9,810 

0.2 

Middle  Atlantic  . 

70 

7,802 

7,872 

0.9 

South  Atlantic  . 

171 

7,197 

7,349 

2.1 

East  North  Central . . . 

122 

7,601 

7,677 

1 

East  South  Central  . 

176 

6,704 

6,831 

1.9 

West  North  Central  . 

101 

7,836 

7,939 

1.3 

-  West  South  Central  . 

224 

6,663 

6,747 

1.3 

Mountain  . 

72 

8,038 

8,337 

3.7 

Pacific  . 

32 

9  815 

By  Payment  Classification: 

Urban  hospitals . 

2,593 

10,408 

10,578 

1.6 

Large  urban  areas  (populations  over  1  million)  . 

1,422 

10,977 

11,165 

1.7 

Other  urban  areas  (populations  of  1  million  or  fewer)  . 

1,171 

9,719 

9,865 

1.5 

Rural  areas  . 

924 

7,465 

7,583 

•1.6 

Teaching  Status: 

Non-teaching  . 

2,475 

8,402 

8,536 

1.6 

Fewer  than  100  Residents  . 

804 

9,952 

10,112 

1.6 

100  or  more  Residents . 

238 

14,838 

15,091 

1.7 

Urban  DSH: 

Non-DSH  . . 

845 

8,811 

8,930 

1.3 

100  or  more  beds  . 

1,538 

10,962 

11,146 

1.7 

Less  than  100  beds . 

346 

7,393 

7,532 

1.9 

Rural  DSH: 

SCH  . 

397 

207 

RRC  . 

8  203 

100  or  more  beds  . 

34 

7,022 

7,124 

1.5 

Less  than  100  beds . 

150 

5,772 

5,841 

1.2 

Urban  teaching  and  DSH: 

Both  teaching  and  DSH . 

802 

12,012 

12,217 

1.7 

Teaching  and  no  DSH  ...... . 

178 

9,663 

9,788 

1.3 

No  teaching  and  DSH  . 

1,082 

8,976 

9,122 

1.6 

No  teaching  and  no  DSH  . 

531 

8,383 

8,503 

1.4 

Rural  Hospital  Types: 

RRC  . 

187 

8,320 

8,458 

1.6 
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Table  ll— Impact  Analysis  of  Changes  foh  FY  2010  Acute  Care  Hospital  Operating  Prospective  Payment 

System — Continued 

[Payments  per  discharge] 


- - r 

Number  of 
hospitals 

Average 

FY  2009 
payment  per 
discharge 1 
(2) 

Average 

FY  2010 
payment  per 
discharge 1 
(3) 

All 

FY  2010 
changes 
(4) 

SCH  . 

337 

7,680 

7,842 

2.1 

MDH  . 

186 

6,144 

6,279 

2.2 

SCH  and  RRC  . 

106 

9,298 

9,459 

1.7 

MDH  and  RRC  . , . 

15 

8,292 

8,310 

0.2 

Type  of  Ownership: 

Voluntary . 

2,014 

10,151 

10,308 

1.6 

Proprietary  . 

860 

9,004 

9,158 

1.7 

Government  . 

-  583 

10,402 

10,601 

1.9 

Medicare  Utilization  as  a  Percent  of  Inpatient  Days: 

0-25  . 

317 

14  046 

14  358 

2  2 

25-50  . 

1,433 

11  102 

11  293 

1  7 

50-65  . 

1  331 

8  476 

8  593 

1  4 

Over  65  . 

308 

7,442 

7,549 

1.4 

Hospitals  Reclassified  by  the  Medicare  Geographic  Classification  Review  Board: 

FY  2010  Reclassifications: 

All  Reclassified  Hospitals  FY  2010  . 

807 

9,612 

9,765 

1.6 

All  Non-Reclassified  Hospitals  FY  2010  . 

2,710 

10,137 

10,302 

1.6 

Urban  Reclassified  Hospitals  FY  2010  . 

•  456 

10,314 

10,476 

1.6 

Urban  Non-reclassified  Hospitals  FY  2010  . 

2,045 

10,474 

10,646 

1.6 

Rural  Reclassified  Hospitals  FY  2010 . 

•  351 

7,989 

8,122 

1.7 

Rural  Nonreclassified  Hospitals  FY  2010  . 

579 

6,559 

6,665 

1.6 

All  Section  401  Reclassified  Hospitals . 

32 

9,306 

9,335 

0.3 

Other  Reclassified  Hospitals  (Section  1886(d)(8)(B))  ..* . 

62 

7,267 

7,333 

0.9 

Specialty  Hospitals: 

Cardiac  Hospitals  . 

20 

11,461 

1 1 ,645 

1.6 

1  These  payment  amounts  per  discharge  reflect  estimates  of  case-mix  increase  of  1.54  percent  in  FY  2009  and  FY  2010.  Using  FY  2008 
claims  data  to  model  payments  for  FY  2009  and  FY  2010,  we  estimate  case-mix  will  increase  an  additional  1.54  percent  from  FY  2008  to  FY 
2009  and  from  FY  2008  to  FY  2010  due  to  the  adoption  of  MS-DRGs. 


VII.  Effects  of  Other  Policy  Changes 

In  addition  to  those  policy  changes 
discussed  above  that  we  are  able  to  model 
using  our  IPPS  payment  simulation  model, 
we  are  making  various  other  changes  in  this 
final  rule.  Generally,  we  have  limited  or  no 
specific  data  available  with  which  to  estimate 
the  impacts  of  these  changes.  Our  estimates 
of  the  likely  impacts  associated  with  these 
other  changes  are  discussed  below. 

A.  Effects  of  Policy  on  HACs,  Including 
Infections 

In  section  II.F.  of  the  preamble  of  this  final 
rule,  we  discuss  our  implementation  of 
section  1886(d)(4)(D)  of  the  Act,  which 
requires  the  Secretary  to  identify  conditions 
that  are:  (1)  High  cost,  high  volume,  or  both; 
(2)  result  in  the  assignment  of  a  case  to  an 
MS-DRG  that  has  a  higher  payment  when 
present  as  a  secondary  diagnosis;  and  (3) 
could  reasonably  have  been  prevented 
through  application  of  evidence-based 
guidelines.  For  discharges  occurring  on  or 
after  October  1,  2008,  hospitals  will  not 
receive  additional  payment  for  cases  in 
which  one  of  the  selected  conditions  was  not 
present  on  admission,  unless  based  on  data 
and  clinical  judgment,  it  cannot  be 
determined  at  the  time  of  admission  whether 
a  condition  is  present.  That  is,  the  case  will 
be  paid  as  though  the  secondary  diagnosis 
were  not  present.  However,  the  statute  also 


requires  the  Secretary  to  continue  counting 
the  condition  as  a  secondary  diagnosis  that 
results  in  a  higher  IPPS  payment  when  doing 
the  budget  neutrality  calculations  for  MS- 
DRG  reclassifications  and  recalibration. 
Therefore,  we  will  perform  our  budget 
neutrality  calculations  as  though  the 
payment  provision  did  not  apply,  but 
Medicare  will  make  a  lower  payment  to  the 
hospital  for  the  specific  case  that  includes 
the  secondary  diagnosis.  Thus,  the  provision 
results  in  cost  savings  to  the  Medicare 
program. 

We  note  that  the  provision  will  only  apply 
when  one  or  more  of  the  selected  conditions 
are  the  only  secondary  diagnosis  or  diagnoses 
present  on  the  claim  that  will  lead  to  higher 
payment.  Medicare  beneficiaries  will 
generally  have  multiple  secondary  diagnoses 
during  a  hospital  stay,  such  that  beneficiaries 
having  one  MCC  or  CC  will  frequently  have 
additional  conditions  that  also  will  generate 
higher  payment.  Only  a  small  percentage  of 
the  cases  will  have  only  one  secondary 
diagnosis  that  would  lead  to  a  higher 
payment.  Therefore,  if  at  least  one 
nonselected  secondary  diagnosis  that  leads  to 
higher  payment  is  on  the  claim,  the  case  will 
continue  to  be  assigned  to  the  higher  paying 
MS-DRG  and  there  will  be  no  Medicare 
savings  horn  that  case. 

The  HAC  payment  provision  went  into 
effect  on  October  1,  2008.  Our  savings 


estimates  for  the  next  5  fiscal  years  are 
shown  below: 


Year 

Savings 
(in  millions) 

FY  2010  . 

$21 

FY  201 1  . 

21 

FY  2012  . 

22 

FY  2013  . 

22 

FY  2014  . 

22 

B.  Effects  of  Policy  Change  Relating  to  New 
Medical  Service  and  Technology  Add-On 
Payments 

In  the  proposed  rule,  we  discussed  the  five 
applications  for  add-on  payments  for  new 
medical  services  and  technologies  for  FY 
2010.  After  the  publication  of  the  proposed 
rule  and  prior  to  publication  of  this  final 
rule,  three  of  the  applicants  withdrew  their 
application  for  consideration  of  new 
technology  add-on  payments  in  FY  2010.  In 
section  II.I.  of  the  preamble  to  this  final  rule, 
we  discuss  the  remaining  two  applications 
(LipiScan™  Coronary  Imaging  System  and 
the  Spiration*  IBV®  Valve  System)  for  add¬ 
on  payments  for  new  medical  services  and 
technologies  for  FY  2010,  as  well  as  the 
status  of  the  new  technology  that  was 
approved  to  receive  new  technology  add-on 
payments  in  FY  2009.  As  explained  in  that 
section,  add-on  payments  for  new  technology 
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under  section  1886(d)(5)(K)  of  the  Act  are  not 
required  to  be  budget  neutral.  However,  we 
are  providing  an  estimate  of  additional 
payments  for  new  technology  add-on 
payments  because  such  payments  will  have 
an  impact  on  total  operating  IPPS  payments 
in  FY  2010.  For  FY  2010  we  are  continuing 
to  make  new  technology  add-on  payments  for 
the  Cardiowest™  Temporary  Total  Artificial 
Heart  System  (TAH-t).  In  addition,  we  are 
approving  the  Spiration®  IBV®  Valve  System 
for  new  technology  add-on  payments  in  FY 
2010.  We  note  that  new  technology  add-on 
payments  per  case  are  limited  to  the  lesser 
of  (1)  50  percent  of  the  costs  of  the  new 
technology  or  (2)  50  percent  of  the  amount 
by  which  the  costs  of  the  case  exceed  the 
standard  MS-DRG  payment  for  the  case. 
Because  it  is  difficult  to  predict  the  actual 
new  technology  add-on  payment  for  each 
case,  our  estimate  below  is  based  on  the 
increase  in  add-on  payments  for  FY  2010  as 
if  every  claim  that  would  qualify  for  a  new 
technology  add-on  payments  would  receive 
the  maximum  add-on  payment.  Therefore, 
we  currently  estimate  that  payments  for  the 
TAH-t  will  increase  overall  FY  2010 
payments  by  $9.54  million.  For  the 
Spiration®  IBV®  Valve  System,  the  applicant 
estimates  that  approximately  2,286  Medicare 
beneficiaries  will  be  eligible  for  the 
Spiration®  IBV®  Valve  System.  Therefore,  we 
currently  estimate  that  payments  for  the 
Spiration®  IBV®  Valve  System  will  increase 
overall  FY  2010  payments  by  $7.80  million. 

C.  Effects  of  Requirements  for  Hospital 
Reporting  of  Quality  Data  for  Annual 
Hospital  Payment  Update 
In  section  V.A.  of  the  preamble  of  this  final 
rule,  we  discuss  our  requirements  for 
hospitals  to  report  quality  data  under  the 
RHQDAPU  program  in  order  to  receive  the 
full  payment  update  for  FY  2010  and  FY 
2011.  We  estimate  that  96  hospitals  may  not 
receive  the  full  payment  update  for  FY  2010 
and  that  96  hospitals  may  not  receive  the  full 
payment  update  for  FY  2011.  Most  of  these 
hospitals  are  either  small  rural  or  small  urban 
hospitals.  However,  at  this  time,  information 
is  not  available  to  determine  how  many 
hospitals  will  not  meet  the  requirements  to 
receive  the  full  hospital  market  basket 
increase  for  services  furnished  in  FY  2010 
and  FY  2011. 

For  the  FY  2010  payment  update,  hospitals 
must  pass  our  validation  requirement  of  a 
minimum  of  80  percent  reliability  based 
upon  our  chart-audit  validation  process.  For 
all  but  two  measures  (SCIP-Infection-4  and 
SCIP-Infection-6},  this  process  uses  four 
quarters  of  data  from  FY  2008.  These  data 
were  due  to  the  QIO  Clinical  Warehouse  by 
May  15,  2008  (fourth  quarter  CY  2007 
discharges),  August  15,  2008  (first  quarter  CY 

2008  discharges),  November  15,  2008  (second 
quarter  CY  2008  discharges),  and  February 
15,  2009  (third  quarter  CY  2008  discharges). 
For  the  SCIP-Infection-4  and  SCIP-Infection- 
6  measures,  the  validation  process  will  be 
based  on  two  quarters  of  data  from  FY  2008. 
These  data  were  due  to  the  QIO  Clinical 
Warehouse  by  November  15,  2008  (second 
quarter  CY  2008  discharges)  and  February  15, 

2009  (third  quarter  CY  2008  discharges). 

In  section  V.A.9.  of  the  preamble  of  this 

final  rule,  we  state  that  if  we  determine  that 


a  hospital  is  not  entitled  to  receive  the  full 
FY  2010  payment  update  because  it  failed  to 
satisfy  the  validation  requirement,  and  the 
hospital  asks  for  a  reconsideration  of  that 
decision,  the  hospital  must  submit  complete 
copies  of  the  medical  records  that  it 
submitted  to  the  CDAC  contractor  for 
purposes  of  the  validation.  We  estimate  that 
no  more  than  20  hospitals  will  fail  the 
validation  requirement  for  the  FY  2010 
payment  update.  We  estimate  that  this  policy 
will  cost  hospitals  approximately  12  cents 
per  page  for  copying  and  approximately 
$4.0C  per  chart  for  postage.  We  have  found, 
based  on  experience,  that  an  average  sized 
medical  chart  is  approximately  150  pages. 
Hospitals  will  be  required  to  return  all  20 
sampled  medical  records  for  the  four  quarters 
of  data  from  FY  2008.  We  estimate  that  the 
total  cost  to  the  20  impacted  hospitals  will 
be  approximately  $8,800,  or  $440  per 
hospital.  We  believe  that  this  cost  is  minimal, 
compared  with  the  2.0  percentage  point 
RHQDAPU  program  component  of  the  annual 
payment  update  at  risk.  This  requirement  is 
necessary  so  that  CMS  has  all  the  information 
it  needs  to  fairly  and  timely  make  a  decision 
on  the  hospital’s  reconsideration  request.  We 
also  anticipate  that  this  requirement  will 
benefit  hospitals  seeking  reconsiderations 
because  it  will  enable  us  to  resolve  potential 
issues  earlier  in  the  appeals  process, 
obviating  the  need  for  a  hearing  before  the 
Provider  Reimbursement  Review  Board 
(PRRB).  We  believe  that  this  benefit  will 
greatly  outweigh.the  burden  of  copying  and 
mailing  the  requested  records. 

For  die  FY  2011  payment  update,  hospitals 
must  pass  our  validation  requirement  of  a 
minimum  of  80  percent  reliability  based 
upon  our  chart-audit  validation  process.  For 
all  but  one  measure  (SCIP-Cardiovascular-2), 
this  process  will  use  four  quarters  of  data 
from  FY  2009.  These  data  are  due  to  the  QIO 
Clinical  Warehouse  by  May  15,  2009  (fourth 
quarter  CY  2008  discharges),  August  15,  2009 
(first  quarter  CY  2009  discharges),  November 
15,  2009  (second  quarter  CY  2009 
discharges),  and  February  15,  2010  (third 
quarter  CY  2009  discharges).  For  the  SCIP- 
Cardiovascular-2  measure,  the  validation 
process  will  be  based  on  two  quarters  of  data 
from  F’Y  2009.  SCIP-Cardiovascular-2  data 
are  due  to  the  QIO  Clinical  Warehouse  by 
November  15,  2009  (second  quarter  CY  2009 
discharges)  and  February  15,  2010  (third 
quarter  CY  2009  discharges). 

We  have  continued  our  efforts  to  ensure 
that  QIOs  provide  assistance  to  all  hospitals 
that  wish  to  participate  in  the  RHQDAPU 
program.  The  requirement  of  5  charts  per 
hospital  will  result  in  approximately  21,500 
charts  per.  quarter  being  submitted  to  CMS  for 
the  FY  2010  payment  update  and  for  the  FY 
2011  payment  update.  We  reimburse 
hospitals  for  the  cost  of  sending  charts  to  the 
CDAC  contractor  at  the  rate  of  12  cents  per 
page  for  copying  and  approximately  $4.00 
per  chart  for  postage.  Our  experience  shows 
that  the  average  chart  received  by  the  CDAC 
contractor  is  approximately  150  pages.  Thus, 
CMS  will  have  expenditures  of 
approximately  $597,600  per  quarter  to  collect 
the  charts.  Because  we  reimburse  hospitals 
for  the  data  collection  effort,  we  believe  that 
a  requirement  for  five  charts  per  hospital  per 


quarter  represents  a  minimal  burden  to  the 
participating  hospital. 

We  are  modifying  our  validation  process 
for  the  FY  2012  payment  update.  We  believe 
that  our  decision  to  validate  data  submitted 
by  800  hospitals  for  the  FY  2012  RHQDAPU 
payment  determination  will  not  change  the 
number  of  hospitals  that  fail  the  validation 
requirement  for  the  FY  2012  payment  update. 
We  have  changed  the  way  we  calculate  the 
validation  matches  (that  is,  all  relevant  data 
elements  submitted  by  the  hospital  must 
match  the  independently  re-abstracted  data 
elements  to  count  as  a  match),  which  will 
make  it  more  difficult  for  hospitals  to  satisfy 
the  validation  requirement.  However,  we  will 
also  validate  data  for  a  much  smaller  number 
of  hospitals  each  year  and  we  have  reduced 
the  validation  score  needed  to  satisfy  the 
validation  requirement.  In  combination,  we 
believe  that  these  revisions  will 
counterbalance  each  other  and  result  in  no 
change  to  the  number  of  hospitals  failing  our 
validation  requirement  for  the  FY  2012 
payment  update. 

D.  Effects  of  Correcting  the  FY  2002-Based 
Hospital-Specific  Rates  for  MDHs 

In  section  V.B.  of  the  preamble  of  this  final 
rule,  we  are  correcting  the  calculation  of  the 
FY  2002  hospital-specific  rates  for  MDHs  and 
applying  a  cumulative  budget  neutrality 
adjustment  factor  for  DRG  changes  for  FYs 
1993  through  2002,  in  addition  to  the 
cumulative  budget  neutrality  adjustment 
factors  for  FYs  2003  forward  (which  have 
already  been  applied).  The  cumulative 
budget  neutrality  adjustment  factor  of  _ 
0.982557  is  calculated  as  the  product  of  the 
following  budget  neutrality  adjustment 
factors  for  FYs  1993  through  2002:  0.999851 
for  FY  1993;  0.999003  for  FY  1994;  0.998050 
for  FY  1995;  0.999306  for  FY  1996;  0.998703 
for  FY  1997;  0.997731  for  FY  1998;  0.998978 
for  FY  1999;  0.997808  for  FY  2000;  0.997174 
for  FY  2001;  and  0.995821  for  FY  2002.  We 
estimate  that  there  are  currently  about  195 
MDHs.  We  estimate  that  approximately  60 
percent  of  MDHs  qualified  for  the  rebasing  to 
a  FY  2002  hospital-specific  rate  (that  is,  their 
FY  2002  hospital-specific  rate  was  higher 
than  the  other  hospital-specific  rates  (FY 
1982  or  FY  1987)),  of  which  about  46  percent 
of  those  MDHs  were  paid  based  on  their  FY 
2002  hospital-specific  rate  because  it  was 
higher  than  the  Federal  rate.  The  remaining 
54  percent  of  those  MDHs  are  estimated  to 
have  been  paid  based  solely  on  the  Federal 
rate  because  the  Federal  rate  was  higher  than 
their  FY  2002  hospital-specific  rate.  We 
estimate  that  correcting  the  FY  2002  hospital- 
specific  rate  to  ensure  cumulative  budget 
neutrality  for  FY  1993  though  FY  2002  will 
result  in  a  decrease  in  operating  IPPS 
payments  in  FY  2010  of  approximately  $5 
million.  However,  this  figure  may  be  lower 
because  application  of  the  cumulative  budget 
neutrality  adjustment  factor  will,  in  some 
cases,  lower  the  FY  2002  hospital-specific 
rate  to  belo\v  the  Federal  rate,  thus  creating 
a  floor  to  the  potential  reduction. 
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E.  Effect  of  Policy  Changes  Relating  to  the 
Payment  Adjustments  to  Disproportionate 
Share  Hospitals 

1.  Change  Relating  to  Inclusion  of  Labor  and 
Delivery  Days  in  DSH  Calculation 

In  section  V.E.2.  of  the  preamble  of  this 
final  rule,  we  discuss  our  decision  to  amend 
the  regulations  so  that  patient  days 
associated  with  labor  and  delivery  services 
furnished  in  an  ancillary  labor  and  delivery 
bed  will  always  be  included  in  both  the 
Medicaid  and  Medicare  fractions  of  the  DPP 
used  for  calculating  the  DSH  payment 
adjustment  regardless  of  whether  the  patient 
previously  occupied  a  routine  bed.  We 
believe  that  the  impact  of  the  inclusion  of 
these  days  in  the  Medicare  fraction  of  the 
DPP  will  be  negligible  because,  generally, 
there  are  not  many  labor  and  delivery  patient 
days  among  the  Medicare  population.  With 
respect  to  the  Medicaid  fraction,  we  do  not 
believe  the  impact  will  be  substantial,  since 
it  will  only  recategorize  ancillary  labor  and 
delivery  bed  days  that  did  not  follow  a 
routine  bed  day,  and  will  affect  both  the 
numerator  and  the  denominator  of  the 
Medicaid  fraction.  We  are  not  able  to  provide 
a  detailed  analysis  of  the  potential  of  this 
policy  change  because  the  impact  will 
depend  on  both  the  number  of  days 
associated  with  Medicaid-eligible  patients 
who  occupied  an  ancillary  labor  and  delivery 
bed  at  some  point  after  being  admitted  as  an 
inpatient,  but  prior  to  occupying  a  routine 
bed,  and  the  number  of  such  days  associated 
with  similarly  situated  non-Medicaid-eligible 
patients.  We  do  not  have  data  on  either  of 
these  numbers  either  in  the  aggregate  or  for 
individual  hospitals.  Furthermore,  the 
impact  would  depend  on  the  proportion  of 
Medicaid  to  the  total  of  such  days  for  each 
hospital.  We  expect  that  the  Medicaid 
fraction  for  some  hospitals  will  increase 
while  it  will  decrease  for  other  hospitals. 
Therefore,  we  estimate  that  the  overall 
impact  of  this  policy  change  will  be 
negligible. 

Comment:  One  comment  stated  that 
“nearly  all  hospital  will  see  there  [sic]  DSH 
payment  go  up  and  by  a  substantial  amount.” 
The  commenter  stated  that  overall  utilization 
is  “substantially  higher”  than  overall 
hospital  utilization  as  the  result  of  a 
Medicaid  law  that  requires  Medicaid 
coverage  for  labor  and  delivery  services  for 
patients  who  would  not  normally  have  full- 
scope  Medicaid.  The  commenter  stated  that 
it  is  important  that  the  financial  impact  of 
this  policy  is  not  understated  and  that 
hospitals  need  to  be  able  to  budget  for  the 
increase  in  Medicare  DSH  funding  from  this 
policy.  Finally,  the  commenter  stated  that  if 
the  proposed  policy  was  applied 
retroactively,  it  would  result  in  large 
payment  increases  for  thousands  of  cost 
reports  for  many  years  as  well  as  the 
administrative  costs  to  reopen  and  revise  the 
cost  reports.  The  commenter  stated  that  there 
are  many  appeals  and  requests  for  cost  report 
reopenings  based  on  the  proposed  policy  and 
that  the  costs  and  potential  payments  should 
be  identified  and  quantified  in  the  final  rule. 

Response:  It  appears  that  the  commenter  is 
concerned  with  the  potential  financial 
impact  of  the  proposed  policy  because  the 
commenter  believed  that  the  policy  will 


necessarily  increase  the  Medicaid  fraction  of 
the  Medicare  DSH  calculation  for  all 
hospitals  and  thereby  increase  overall  DSH 
payment  adjustments.  The  commenter 
appeared  particularly  concerned  with  the 
“Emergency  Medicaid”  laws  under  section 
1903(v)  of  the  Act  that  requires  that  an  alien 
who  is  not  lawfully  admitted  for  permanent 
residence  or  otherwise  permanently  residing 
in  the  United  states  under  the  color  of  the 
law  be  covered  under  Medicaid  for  the 
treatment  of  an  “emergency  medical 
condition”  as  defined  by  the  statute.  We 
disagree  with  the  commenter  that  the 
adoption  of  the  proposed  policy  will 
necessarily  increase  overall  Medicare  DSH 
payments  for  the  reasons  discussed  below. 

First,  we  reiterate  that  this  policy  change 
relates  only  to  labor  and  delivery  days  when 
a  patient  was  (1)  admitted  as  an  inpatient  to 
the  hospital  and  (2)  occupied  an  ancillary 
labor  and  delivery  bed  prior  to  occupying  a 
routine  bed.  Patients  who  occupied  a  routine 
bed  upon  admission  or  prior  to  occupying  an 
ancillary  labor  and  delivery  bed  were  already 
counted  in  the  DPP.  In  most  cases,  there 
would  only  be  one  day  (i.e.,  the  day  that  the 
patient  occupied  the  ancillary  labor  and 
delivery  bed  prior  to  occupying  the  routine 
bed)  that  would  be  added  to  the  DPP  under 
the  new  policy  that  was  not  already  included 
under  the  previous  policy.  Under  both  the 
previous  and  new  policy  all  days  that  a 
patient  occupied  a  routine  bed  are  already 
included  in  the  DPP.  Therefore,  the  new 
policy  would  potentially  only  add  one  day  in 
most  cases  to  the  DPP  per  maternity  patient 
to  the  extent  the  hospital  placed  such 
patients  in  an  ancillary  labor  and  delivery 
bed  after  admission  as  an  inpatient  to  the 
hospital,  but  prior  to  placing  the  patient  in 
a  routine  bed.  To  the  extent  that  die 
maternity  patient  was  a  Medicaid-eligible 
patient,  the  day  would  be  added  to  both  the 
numerator  and  denominator  of  the  Medicaid 
fraction  of  the  DPP;  to  the  extent  that  the 
patient  was  not  eligible  for  Medicaid,  one 
day  would  be  added  just  to  the  denominator 
of  the  Medicaid  fraction  of  the  DPP  (thereby 
lowering  the  Medicaid  ratio). 

Second,  we  note  that  the  population  of 
aliens,  as  defined  under  section  1903(v)  of 
the  Act,  varies  from  State  to  State  and  that, 
even  in  an  area  with  a  relatively  high 
proportion  of  aliens,  the  potential  effect  on 
the  Medicaid  fractions  is  limited  to  the 
number  of  aliens  who  are  (1)  female,  (2) 
pregnant  and  in  the  hospital  for  labor  and 
delivery  services,  and  (3)  admitted  as  an 
inpatient,  but  do  not  occupy  a  routine  bed 
prior  to  occupying  a  labor  and  delivery  bed. 
Therefore,  we  do  not  expect  that,  even  for 
areas  with  a  large  population  of  aliens,  there 
will  be  a  material  impact  on  a  hospital’s 
Medicare  DSH  payment  adjustments  as  a 
result  of  this  policy. 

Third,  we  note  that  an  increase  in  the 
Medicaid  fraction  does  not  necessarily 
correlate  to  a  proportional  increase  in  the 
actual  Medicare  DSH  adjustment  (that  is, 
payment).  Rather,  the  actual  amount  of  the 
adjustment  will  depend  on  a  number  of 
factors,  including  the  Medicare  fraction,  the 
hospital’s  geographic  designation,  the 
hospital’s  number  of  available  beds,  and, 
ultimately,  the  hospital’s  number  of  Medicare 


discharges  because,  by  definition,  the 
Medicare  DSH  adjustment  is  a  percentage 
add-on  to  the  hospital’s  Medicare  payments. 

In  addition,  as  we  stated  in  the  proposed 
FY  2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule,  with  regard  to  the  Medicaid  fraction,  we 
are  not  able  to  provide  a  detailed  analysis  of 
the  potential  of  this  policy  change  because 
the  impact  will  depend  on  the  proportion  of 
days  associated  with  Medicaid-eligible 
patients  who  occupied  an  ancillary  labor  and 
delivery  bed  at  some  point  after  being 
admitted  as  an  inpatient,  but  prior  to 
occupying  a  routine  bed,  to  days  associated 
with  similarly  situated  non-Medicaid-eligible 
patients  relative  to  a  hospital’s  current 
Medicaid-to-total-days  ratio  (which  would 
not  have  included  the  types  of  days  we 
proposed  to  include  in  this  policy).  We 
expect  that  the  Medicaid  fraction  for  some 
hospitals  will  increase  while  it  will  decrease 
for  other  hospitals.  Therefore,  we  estimate 
that  the  overall  impact  of  this  policy  change 
will  be  negligible. 

In  response  to  the  comment  concerning  the 
potential  impact  that  this  policy  would  have 
if  applied  retroactively,  we  note  that  the 
change  in  policy  is  only  effective 
prospectively,  for  cost  reporting  periods 
beginning  on  or  after  October  1 ,  2009. 
Therefore,  it  is  not  necessary  to  estimate 
payments  for  prior  periods. 

2.  Change  Relating  to  Calculation  of  Inpatient 
Days  in  Medicaid  Fraction 

In  section  V.E.3.  of  the  preamble  of  this 
final  rule,  we  discuss  our  decision  to  allow 
a  hospital  to  change  its  methodology  of 
reporting  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  used  in  the 
DSH  payment  adjustment  calculation.  Under 
the  change,  we  will  allow  a  hospital  to  report 
the  Medicaid  days  in  the  numerator  of  the 
Medicaid  fraction  of  the  DPP  based  on  one 
of  the  following:  date  of  discharge;  date  of 
admission;  or  dates  of  service.  Hospitals  will 
be  permitted  to  use  only  one  basis  for  all  of 
the  Medicaid  days  for  the  entire  cost 
reporting  period.  In  addition,  under  the 
policy,  CMS,  or  its  fiscal  intermediaries  or 
MACs,  has  the  authority  to  make  adjustments 
to  the  number  of  Medicaid  days  reported  to 
avoid  counting  Medicaid  days  in  one  cost 
reporting  period  of  a  hospital  that  may  have 
been  reported  in  a  hospital’s  previous  cost 
reporting  period.  We  do  not  believe  that  the 
change  in  the  methodology  of  counting  days 
in  the  numerator  of  the  Medicaid  fraction  of 
the  DPP  will  result  in  any  increase  in 
aggregate  DSH  payments. 

3.  Change  Relating  to  Exclusion  of 
Observation  Beds  and  Patient  Days  From 
DSH  Calculation 

In  section  V.E.4.  of  the  preamble  of  this 
final  rule,  we  discuss  our  decision  to  amend 
the  regulations  so  that  patient  days 
associated  with  beds  used  for  observation 
services  for  patients  who  are  subsequently 
admitted  as  an  inpatient  are  no  longer 
included  in  the  DPP  for  calculating  the  DSH 
payment  adjustment  or  in  the  available  bed 
day  count  for  calculating  the  DSH  payment 
adjustment  and  IME  payments.  Some 
hospitals  may  receive  increased  DSH 
payment  adjustments  and  other  hospitals 
may  expect  tp  receive  lower  DSH  payment 
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adjustments,  depending  on  how  the 
exclusion  of  observation  patient  days  affects 
the  hospital’s  overall  DPP.  Overall,  we 
estimate  the  DSH  savings  associated  with  this 
policy  will  be  $10  million  for  FY  2010.  For 
IME  payment  purposes,  a  decrease  in  a 
hospital’s  number  of  available  beds  results  in 
an  increase  in  the  resident-to-bed  ratio.  The 
exclusion  of  observation  bed  days  from  the 
available  bed  count  for  IME  will  reduce  the 
available  beds,  increase  the  resident-to-bed 
ratio,  and,  consequently,  increase  IME 
payments  to  teaching  hospitals.  We  estimate 
that  Medicare  spending  for  IME  will  increase 
by  approximately  $7  million  as  a  result  of 
this  policy.  As  a  result,  we  believe  that  any 
savings  associated  with  changes  in  DSH 
payment  adjustments  will  be  offset  by 
additional  spending  for  IME  payments. 
Therefore,  we  anticipate  the  impact  of  these 
policy  changes  will  be  negligible. 

F.  Effects  of  Policy  Revisions  Related  to 
Payment  to  Hospitals  for  Direct  GME 

In  section  V.G.  of  the  preamble  of  this  final 
rule,  we  discuss  our  decision  to  clarify  the 
definition  of  a  new  medical  residency 
training  program  in  the  regulations  by 
specifying  that  a  new  medical  residency 
program  is  one  that  receives  initial 
accreditation  for  the  first  time,  as  opposed  to 
a  reaccreditation  of  a  program  that  existed 
previously  at  the  same  or  another  hospital. 
When  considering  whether  a  particular 
program  is  a  new  medical  residency  training 
program  and  whether  an  accreditation  is  an 
initial  one;  we  identify  several  supporting 
factors  (such  as  whether  the  program 
director,  teaching  staff,  and  residents  are  the 
same).  We  will  also  consider  whether  there 
previously  was  a  program  in  the  same 
specialty  at  a  hospital  that  closed  and,  more 
generally,  whether  that  program  is  part  of  the 
FTE  caps  of  any  existing  hospital.  With 
respect  to  GME  policy  regarding  Medicare 
GME  affiliation  agreements,  we  discuss  our 
addition  of  a  provision  to  the  regulations 
relating  to  Medicare  GME  affiliation 
agreements  to  specify  that  a  hospital  that  is 
new  after  July  1  and  that  begins  training' 
residents  for  the  first  time  after  the  July  1  start 
date  of  that  academic  year  will  be  permitted 
to  submit  a  Medicare  GME  affiliation 
agreement  prior  to  the  end  of  its  cost 
reporting  period  in  order  to  participate  in  an 
existing  Medicare  GME  affiliated  group  for 
the  remainder  of  the  academic  year. 

With  respect  to  the  first  policy  regarding  a 
new  medical  residency  training  program, 
there  is  no  financial  impact  on  the  Medicare 
program  because  this  is  a  clarification  of 
existing  policy  and  is  not  a  policy  revision 
or  addition  of  a  new  policy.  In  the 
clarification,  we  identify  and  explain  the 
characteristics  of  a  medical  residency 
training  program  that  would  be  indicative  of 
a  new  program  rather  than  one  that  has  been 
merely  relocated  from  another  hospital.  We 
also  explain  that  there  would  be  no  net 
increase  in  the  national  aggregate  FTE  caps, 
and  therefore,  no  financial  impact,  if  a 
hospital  received  a  new  program  adjustment 
to  its  FTE  cap  for  a  program  in  the  same 
specialty  as  one  that  was  located  at  another 
hospital  that  closed.  Further,  there  is  no 
financial  impact  related  to  the  second  policy 


concerning  Medicare  GME  affiliated  groups 
because  it  does  not  provide  for  an  increase 
in  the  aggregate  number  of  resident  FTEs. 
Rather,  it  merely  provides  increased 
flexibility  for  a  hospital  that  is  new  after  July 
1  and  that  begins  training  residents  for  the 
first  time  after  the  start  date  of  that  academic 
year  to  enter  into  an  existing  Medicare  GME 
affiliation  agreement  after  July  1,  so  that,  in 
that  academic  year,  it  may  train  and  receive 
IME  and  direct  GME  payments  relating  to 
FTE  for  residents  that  will  otherwise  be 
counted  for  IME  and  direct  GME  at  another 
hospital. 

G.  Effects  of  Policy  Changes  Relating  to 
Hospital  Emergency  Services  Under  EMTALA 

In  section  V.H.  of  the  preamble  of  this  final 
rule,  we  discuss  our  decision  to  amend  the 
regulations  pertaining  to  the  waiver  of 
EMTALA  sanctions  in  an  emergency  area 
during  an  emergency  period  to  make  the 
regulations  consistent  with  the  statutory 
language  of  section  1135  of  the  Act. 
Specifically,  we  are  revising  the  existing 
regulations  to  reflect  the  Secretary’s  authority 
under  section  1135  of  the  Act  to  waive  or 
modify  requirements  for  a  single  health  care 
provider,  a  class  of  health  care  providers,  or 
a  geographic  subset  of  health  care  providers 
located  within  an  emergency  area  during  an 
emergency  period  or  portion  of  an  emergency 
period.  We  are  amending  the  regulations  to 
clarify  that,  in  cases  where  the  Secretary  has 
delegated  implementation  of  a  waiver  of 
EMTALA  sanctions  to  CMS,  CMS  is  also 
authorized  to  apply  a  section  1135  waiver  to 
a  subset  of  the  emergency  area  and  some  or 
all  of  the  emergency  period,  as  necessary.  We 
also  are  making  the  regulations  consistent 
with  section  1135  of  the  Act  by  stating  in  the 
regulations  that  a  waiver  of  EMTALA 
sanctions  pursuant  to  an  inappropriate 
transfer  only  applies  if  the  transfer  is 
necessitated  by  the  circumstances  of  the 
declared  emergency.  Finally,  we  are  making 
the  regulation  text  consistent  with  section 
1135  of  the  Act  to  provide  that  the  sanctions 
waived  for  an  inappropriate  transfer  or  for 
the  relocation  or  redirection  of  an  individual 
to  receive  a  medical  screening  examination  at 
an  alternate  location  are  only  in  effect  if  the 
hospital  to  which  the  waiver  applies  does  not 
discriminate  on  the  source  of  an  individual’s 
payment  or  ability  to  pay.  We  estimate  that 
these  changes  will  have  no  impact  on 
Medicare  expenditures  and  no  significant 
impact  on  hospitals  with  emergency 
departments. 

H.  Effects  of  Implementation  of  Rural 
Community  Hospital  Demonstration  Program 

In  section  V.I.  of  the  preamble  to  this  final 
rule,  we  discuss  our  implementation  of 
section  410  A  of  Public  Law  108-173  that 
required  the  Secretary  to  establish  a 
demonstration  that  will  modify 
reimbursement  for  inpatient  services  for  up 
to  15  small  rural  hospitals.  Section 
410A(c)(2)  requires  that  “[i]n  conducting  the 
demonstration  program  under  this  section, 
the  Secretary  shall  ensure  that  the  aggregate 
payments  made  by  the  Secretary  do  not 
exceed  the  amount  which  the  Secretary 
would  have  paid  if  the  demonstration 
program  under  this  section  was  not 


implemented.”  There  are  currently  11 
hospitals  participating  in  the  demonstration; 

4  of  these  hospitals  were  selected  to 
participate  in  the  demonstration  as  of  July  1, 
2008,  as  a  result  of  our  February  6,  2008 
solicitation  (73  FR  6971). 

As  discussed  in  section  V.I.  of  the 
preamble  to  this  final  rule,  we  will  satisfy 
this  budget  neutrality  requirement  by 
adjusting  the  national  IPPS  rates  by  a  factor 
that  is  sufficient  to  account  for  the  added 
costs  of  this  demonstration.  For  this  final 
rule,  based  on  more  recent  data  than  we  had 
for  the  proposed  rule,  we  are  estimating  the 
cost  of  the  demonstration  program  for  FY 
2010  for  the  11  currently  participating 
hospitals.  (Two  hospitals  recently  withdrew 
from  the  demonstration,  and  we  are  adjusting 
the  estimation  of  the  cost  of  the 
demonstration  for  FY  2010  for  this  final  rule 
to  reflect  this.)  The  estimated  cost  of  the 
demonstration  for  FY  2010  for  7  of  the  11 
currently  participating  hospitals  (specifically, 
the  7  hospitals  that  have  participated  in  the 
demonstration  since  its  inception  and  that 
still  are  participating  in  the  demonstration)  is 
based  on  data  from  their  second  year  cost 
reports — that  is,  cost  reporting  periods 
beginning  in  GY  2006.  We  used  these  cost 
reports  because  they  are  the  most  recent 
complete  cost  reports  and,  thus,  we  believe 
they  enable  us  to  estimate  FY  2010  costs  for 
this  final  rule  as  accurately  as  possible.  In 
addition,  we  estimated  the  cost  of  the 
demonstration  for  FY  2010  for  the  4  hospitals 
that  joined  the  demonstration  in  2008.  For  3 
of  the  4  hospitals  that  joined  the 
demonstration  in  2008,  we  estimate  the  cost 
of  the  demonstration  for  FY  2010  based  on 
data  from  their  cost  reports  for  cost  reporting 
periods  beginning  January  1,  2007  through 
July  1,  2007.  Similarly,  we  used  these  cost 
reports  because  they  are  the  most  recent  cost 
reports  and,  thus,  we  believe  they  enable  us 
to  estimate  FY  2010  costs  for  these  3 
hospitals  as  accurately  as  possible.  The 
remaining  hospital  of  the  4  that  began  in 
2008  is  an  Indian  Health  Service  provider. 
Historically,  the  hospital  has  not  filed 
standard  Medicare  cost  reports.  In  order  to 
estimate  its  costs,  we  used  an  analysis  of 
Medicare  inpatient  costs  and  payments 
submitted  by  the  hospital  for  the  cost 
reporting  period  of  October  1,  2005,  through 
September  30,  2006.  The  Medicare  cost 
amount  from  this  analysis  for  the  IHS 
provider  is  identical  to  that  used  in  the 
proposed  rule.  When  we  add  together  the 
estimated  costs  of  the  demonstration  for  FY 
2010  for  the  7  hospitals  that  have 
participated  in  the  demonstration  since  its 
inception  and  the  4  new  hospitals  selected  in 
2008  based  on  the  more  recent  data,  the  total 
estimated  cost  is  $15,081,251.  This  estimated 
amount  reflects  the  difference  between  the 
participating  hospitals’  estimated  costs  under 
the  methodology  set  forth  in  Public  Law  108- 
173  and  the  estimated  amount  the  hospitals 
would  have  been  paid  under  the  IPPS. 

Second,  because  the  FY  2005  and  FY  2006 
cost  reports  of  all  hospitals  participating  in 
the  demonstration  in  its  first  and  second 
years  have  been  finalized,  we  are  able  to 
determine  how  much  the  cost  of  the 
demonstration  program  exceeded  the  amount 
that  was  offset  by  the  budget  neutrality 
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adjustment  fof  FY  2005  and  FY  2006.  We 
note  that,  for  this  final  rule,  we  had  updated 
data  that  enabled  us  to  now  include  the 
amount  by  which  the  cost  of  the 
demonstration  exceeded  the  amount  that  was 
offset  by  the  FY  2006  budget  neutrality 
adjustment.  For  all  13  hospitals  that 
participated  in  the  demonstration  in  FY 
2005,  the  amount  is  $7,856,617.  For  the  10 
hospitals  with  cost  reporting  periods  that 
began  in  FY  2006,  the  amount  is  $4,203,947. 
The  sum  of  these  amounts,  or  the  amount  by 
which  the  cost  of  the  demonstration  program 
exceeded  the  offset  of  the  budget  neutrality 
adjustment  for  FY  2005  and  FY  2006,  is 
$12,060,564. 

The  budget  neutrality  adjustment  factor 
applied  to  the  IPPS  Federal  rate  to  account 
for  the  total  $27,141,815  in  costs  for  the 
demonstration  is  0.999739. 

I.  Effects  of  Policy  Changes  Relating  to 
Payments  to  Satellite  Facilities 

In  section  VII.B.  of  the  preamble  of  this 
final  rule,  we  discuss  our  policy  change  that 
requires,  effective  for  cost  reporting  periods 
beginning  on  or  after  October  1,  2009,  in 
addition  to  meeting  the  other  criteria  in  the 
regulations,  that  in  order  to  be  excluded  from 
the  IPPS,  the  governing  body  of  the  hospital 
of  which  the  satellite  facility  is  a  part  cannot 
be  under  the  control  of  any  tfiird  entity  that 
controls  both  the  hospital  of  which  the 
satellite  facility  is  a  part  and  the  hospital 
with  which  the  satellite  facility  is  co-located. 
We  also  are  adopting  a  policy  that  if  a 
hospital  and  its  satellite  facility  were 
excluded  from  the  IPPS  under  §41 2.22(h)  for 
the  most  recent  cost  reporting  period 
beginning  prior  to  October  1,  2009,  the 
hospital  does  not  have  to  meet  the 
requirements  of  §412.22(h)(2)(iii)(A)(l)  with 
respect  to  that  satellite  facility  in  order  to 
retain  its  IPPS-excluded  status.  However,  the 
creation  of  any  satellite  facility  that  will 
trigger  the  hospital  of  which  it  is  a  part  to 
comply  with  the  additional  policies  will 
occur  at  some  point  in  the  future.  Therefore, 
we  are  unable  to  quantify  the  impact  of  the 
policy  changes. 

/.  Effects  of  Policy  Changes  Relating  to 
Payments  to  CAHs 

In  section  VII.C.2.  of  the  preamble  of  this 
final  rule,  we  discuss  our  implementation  of 
section  148  of  Public  Law  110-275  (MIPPA). 
Under  our  policy,  a  CAH  may  receive 
payment  based  on  reasonable  cost  for 
outpatient  clinical  diagnostic  laboratory  tests 
furnished  to  an  individual  who  is  an 
outpatient  of  the  CAH  (that  is,  receiving 
outpatient  services  directly  from  the  CAH) 
even  if  the  individual  with  respect  to  whom 
the  laboratory  services  are  furnished  is  not 
physically  present  in  the  CAH  at  the  time  the 
specimen  is  collected.  In  order  for  an 
individual  who  is  not  physically  present  in 
the  CAH  at  the  time  the  specimen  is  collected 
to  be  determined  to  be  receiving  services 
directly  from  the  CAH,  we  are  requiring  that 
the  individual  must  either  receive  an 
outpatient  service  in  the  CAH  or  a  provider- 
based  facility  of  the  CAH  on  the  same  day  the 
specimen  is  collected  or  the  specimen 
collection  must  be  performed  by  an  employee 
of  the  CAH.  We  anticipate  that,  for  FY  2009 


through  FY  2016,  the  cost  of  implementing 
section  148  of  Public  Law  110-275  will  be 
less  than  $50  million  per  year. 

In  section  VII.C.3.  of  the  preamble  of  this 
final  rule,  we.discuss  our  decision  to  amend 
the  regulations  to  make  them  consistent  with 
the  plain  reading  of  section  1834(g)(2)(A)  of 
the  Act.  Section  1834(g)(2)(A)  of  the  Act 
requires  that  CAHs  that  select  the  optional 
method  of  payment  receive  payment  at  100 
percent  of  reasonable  cost  instead  of  101 
percent  of  reasonable  cost  for  outpatient 
facility  services.  It  is  difficult  for  us  to 
quantify  the  payment  impact  of  these 
changes  because  we  cannot  estimate  the 
number  of  CAHs  that  will  be  affected  by  this 
provision  because  election  of  the  optional 
method  is  not  permanent;  CAHs  are  only 
required  to  make  the  election  30  days  prior 
to  the  cost  reporting  period  for  which  it  is 
effective.  Therefore,  we  cannot  estimate  how 
many  CAHs  will  choose  to  retain  the  optional 
method  of  payment  once  the  provision  is 
finalized.  Furthermore,  the  optional  method 
of  payment  is  physician-specific.  If  the 
physician  has  not  reassigned  his-or  her 
billing  rights,  the  CAH  will  be  paid  for  that 
outpatient  service  under  the  traditional 
method.  We  believe  we  cannot  accurately 
estimate  the  number  of  physicians  who  will 
decide  to  continue  to  reassign  their  billing 
rights  to  the  CAH  once  the  provision  is 
finalized.  We  note  that  one  commenter 
estimated  that  the  CMS  proposal  will  cut 
payments  to  CAHs  by  $22  million  in  FY 
2010. 

In  section  VII.C.4.  of  the  preamble  of  this 
final  rule,  we  discuss  the  effect  CBSA 
changes  made  by  OMB  on  CAHs  located  in 
areas  that  have  been  reclassified  from  rural 
to  urban  in  FY  2010.  We  are  revising  the 
regulations  (in  the  same  manner  as  the 
revisions  that  were  made  in  FY  2005)  to 
allow  CAHs  that  are  located  in  areas  that 
were  designated  rural  in  FY  2009  but  as  a 
result  of  implementation  of  the  new  MSA 
definitions  announced  by  OMB  on  November 
20,  2008,  will  be  located  in  an  MSA  effective 
for  FY  2010,  2  years  to  obtain  a  rural 
redesignation  under  §412.103  in  order  to 
retain  their  CAH  status.  We  believe  that 
because  virtually  all  of  these  facilities  will  be 
granted  rural  status  by  the  State,  they  will 
retain  their  CAH  status.  We  estimate  that 
these  changes  will  have  little  or  no  impact  on 
Medicare  expenditures. 

K.  Effects  of  Policy  Changes  Relating  to 
Provider-Rased  Status  of  Entities  and 
Organizations 

In  section  VH.D.  of  the  preamble  of  this 
final  rule,  we  discuss  our  decision  to  amend 
the  regulations  to  require  facilities  that 
furnish  only  clinical  diagnostic  laboratory 
tests  and  operate  as  part  of  a  CAH  to  meet 
the  provider-based  status  rules  currently  in 
the  regulations  at  §  413.65.  If  a  facility  that 
is  part  of  a  CAH  and  furnishes  only  clinical 
diagnostic  laboratory  tests  meets  the 
provider-based  status  rules,  the  CAH  will  be 
paid  for  services  furnished  by  the  laboratory 
facility  on  a  reasonable  cost  basis.  If  a  facility 
that  furnishes  only  clinical  diagnostic 
laboratory  tests  does  not  meet  the  provider- 
based  status  rules,  the  services  furnished  in 
the  facility  will  be  paid  under  the  CLFS, 


unless  the  laboratory  specimen  is  collected 
from  an  outpatient  of  the  CAH  as  described 
in  VII.C.2.  of  the  preamble  of  this  final  rule. 

It  is  difficult  for  us  to  quantify  the  payment 
impact  of  these  changes  because  we  cannot 
estimate  the  number  of  CAHs  that  will  be 
affected  by  this  policy.  In  the  FY  2010  IPPS 
proposed  rule,  we  solicited  public  comments 
on  the  impact  of  this  proposed  change  to  our 
provider-based  status  rules.  We  did  not 
receive  any  public  comments  as  to  how  to 
quantify  the  payment  impact  of  this  policy. 
We  are  finalizing  our  policy  as  proposed, 
with  one  modification.  In  response  to  public 
comments,  we  are  delaying  the  effective  date 
of  the  policy  until  October  1,  2010. 

VIII.  Effects  of  Changes  in  the  Capital  IPPS 

A.  General  Considerations 

Fiscal  year  (FY)  2001  was  the  last  year  of 
the  10-year  transition  period  established  to 
phase  in  the  PPS  for  hospital  capital-related 
costs.  During  the  transition  period,  hospitals 
were  paid  under  one  of  two  payment 
methodologies:  fully  prospective  or  hold 
harmless.  Under  the  fully  prospective 
methodology,  hospitals  were  paid  a  blend  of 
the  capital  Federal  rate  and  their  hospital- 
specific  rate  (see  §412.340).  Under  the  hold- 
harmless  methodology,  unless  a  hospital 
elected  payment  based  on  100  percent  of  the 
capital  Federal  rate,  hospitals  were  paid  85 
percent  of  reasonable  costs  for  old  capital 
costs  (100  percent  for  SCHs)  plus  an  amount 
for  new  capital  costs  based  on  a  proportion 
of  the  capital  Federal  rate  (see  §412.344).  As 
we  state  in  section  VI.  of  the  preamble  of  this 
final  rule,  with  the  10-year  transition  period 
ending  with  hospital  cost  reporting  periods 
beginning  on  or  after  October  1,  2001  (FY 
2002),  beginning  in  FY  2002  capital 
prospective  payment  system  payments  for 
most  hospitals  are  based  solely  on  the  capital 
Federal  rate.  Therefore,  we  no  longer  include 
information  on  obligated  capital  costs  or 
projections  of  old  capital  costs  and  new 
capital  costs,  which  were  factors  needed  to 
calculate  payments  during  the  transition 
period,  for  our  impact  analysis. 

The  basic  methodology  for  determining  a 
capital  IPPS  payment  is  set  forth  at  §  412.312. 
The  basic  methodology  for  calculating  capital 
IPPS  payments  in  FY  2010  is  as  follows: 

(Standard  Federal  Rate)  x  (DRG  weight)  x 
(GAF)  x  (COLA  for  hospitals  located  in 
Alaska  and  Hawaii)  x  (1  +  DSH  Adjustment 
Factor  +  IME  adjustment  factor,  if 
applicable). 

As  discussed  in  section  VI.E.2.  of  the 
preamble  of  this  final  rule,  we  are  deleting 
§  412.322(d)  of  the  regulations  that 
eliminated  the  IME  adjustment  factor  for  FY 
2010,  the  third  year  of  a  3-year  transition 
period.  Therefore,  the  IME  adjustment  factor 
has  been  restored  for  FY  2010.  We  also  note 
that  the  50-percent  reduction  to  capital  IME 
adjustments  for  FY  2009  was  repealed  by 
section  4301(b)(1)  of  the  ARRA.  Thus,  the 
full  IME  adjustment  was  restored  for  FY 
2009,  as  well.  In  addition  to  the  other 
adjustments,  hospitals  may  also  receive 
outlier  payments  for  those  cases  that  qualify 
under  the  threshold  established  for  each 
fiscal  year. 

The  data  used  in  developing  the  impact 
analysis  presented  below  are  taken  from  the 


44228*  Federal  Register /Vol.  74,  No.  165 / Thursday,  August  27,  2009 /Rules  and  Regulations 


March  2009  update  of  the  FY  2008  MedPAR 
file  and  the  March  2009  update  of  the 
Provider-Specific  File  (PSF)  that  is  used  for 
payment  purposes.  Although  the  analyses  of 
the  changes  to  the  capital  prospective 
payment  system  do  not  incorporate  cost  data, 
we  used  the  March  2009  update  of  the  most 
recently  available  hospital  cost  report  data 
(FYs  2006  and  2007)  to  categorize  hospitals. 
Our  analysis  has  several  qualifications.  We 
use  the  best  data  available  and  make 
assumptions  about  case-mix  and  beneficiary 
enrollment  as  described  below.  In  addition, 
as  discussed  in  section  in.  of  the  Addendum 
to  this  final  rule,  we  established  for  FY  2008 
( —  0.6  percent)  and  for  FY  2009  ( —  0.9 
percent)  a  cumulative  permanent  adjustment 
of  - 1.5  percent  to  the  national  capital  rate 
to  account  for  improvements  in 
documentation  and  coding  under  the  MS- 
DRGs  in  FY  2010.  Furthermore,  due  to  the 
interdependent  nature  of  the  EPPS,  it  is  very 
difficult  to  precisely  quantify  the  impact 
associated  with  each  change.  In  addition,  we 
draw  upon  various  sources  for  the  data  used 
to  categorize  hospitals  in  the  tables.  In  some  - 
cases  (for  instance,  the  number  of  beds),  there 
is  a  fair  degree  of  variation  in  the  data  from  • 
different  sources.  We  have  attempted  to 
construct  these  variables  with  the  best 
available  sources  overall.  However,  for 
individual  hospitals,  some 
miscategorizations  are  possible. 

Using  cases  from  the  March  2009  update  of 
the  FY  2008  MedPAR  file,  we  simulated 
payments  under  the  capital  PPS  for  FY  2009 
and  FY  2010  for  a  comparison  of  total 
payments  per  case.  Any  short-term,  acute 
care  hospitals  not  paid  under  the  general 
IPPS  (Indian  Health  Service  hospitals  and 
hospitals  in  Maryland)  are  excluded  from  the 
simulations.  The  final  capital  rates  and 
factors  for  FY  2009  were  published  in  a 
subsequent  notice  in  the  Federal  Register  (73. 
FR  57891). 

As  we  explain  in  section  HI.A.4.  of  the 
Addendum  to  this  final  rule,  payments  are  no 
longer  made  under  the  regular  exceptions 
provision  under  §§  412.348(b)  through  (e). 
Therefore,  we  no  longer  use  the  actuarial 
capital  cost  model  (described  in  Appendix  B 
of  the  August  1,  2001  proposed  rule  (66  FR 
40099)).  We  modeled  payments  for  each 
hospital  by  multiplying  the  capital  Federal 
rate  by  the  GAF  and  the  hospital’s  case-mix. 
We  then  added  estimated  payments  for 
indirect  medical  education,  disproportionate 
share,  and  outliers,  if  applicable.  For 
purposes  of  this  impact'analysis,  the  model 
includes  the  fallowing  assumptions: 

•  We  estimate  that  the  Medicare  case-mix 
index  will  increase  by  1.0  percent  in  both 
FYs  2009  and  2010. 

•  We  estimate  that  the  Medicare 
discharges  will  be  approximately  13  million 
in  both  FY  2009  and  FY  2010. 

•  The  capital  Federal  rate  was  updated 
beginning  in  FY  1996  by  an  analytical 
framework  that  considers  changes  in  the 
prices  associated  with  capital-related  costs 


and  adjustments  to  account  for  forecast  error, 
changes  in  the  case-mix  index,  allowable 
changes  in  intensity,  and  other  factors.  As 
discussed  in  section  Ill.l.a.  of  the  Addendum 
to  this  final  rule,  the  FY  2010  update  is  1.4 
percent. 

•  In  addition  to  the  FY  2010  update  factor, 
the  FY  2010  capital  Federal  rate  was 
calculated  based  on  a  GAF/DRG  budget 
neutrality  factor  of  0.9990,  an  outlier 
adjustment  factor  of  0.9477,  and  a  (special) 
exceptions  adjustment  factor  of  0.9998. 

•  For  FY  2010,  as  discussed  in  section 
VLE.l.of  the  preamble  of  this  final  rule,  we 
are  not  applying  an  additional  adjustment  to 
the  FY  2010  national  capital  rate  for  changes 
in  documentation  and  coding  that  are 
expected  to  increase  case-mix  under  the  MS- 
DRGs.  In  the  FY  2008  IPPS  final  rule  with 
comment  period  (72  FR  47186),  we 
established  adjustments  to  the  IPPS  rates 
based  on  the  Office  of  the  Actuary  projected 
case-mix  growth  resulting  from  improved 
documentation  and  coding  of  1.2  percent  for 
FY  2008, 1.8  percent  for  FY  2009,  and  1.8 
percent  for  FY  2010.  However,  we  reduced 
the  documentation  and  coding  adjustment  to 
-0.6  percent  for  FY  2008.  For  FY  2009,  we 
applied  an  adjustment  of  0.9  percent, 
consistent  with  section  7  of  Public  Law  110- 
90,  for  a  permanent  cumulative  adjustment  of 
- 1.5  percent  (that  is,  a  factor  of  0.985). 

B.  Results 

We  used  the  actuarial  model  described 
above  to  estimate  the  potential  impact  of  our 
changes  for  FY  2010  on  total  capital 
payments  per  case,  using  a  universe  of  3517 
hospitals.  As  described  above,  the  individual 
hospital  payment  parameters  are  taken  from 
the  best  available  data,  including  the  March 

2009  update  of  the  FY  2008  MedPAR  file,  the 
March  2009  update  to  the  PSF,  and  the  most 
recent  cost  report  data  from  the  March  2009 
update  of  HCRIS.  In  Table  III,  we  present  a 
comparison  of  estimated  total  payments  per 
case  for  FY  2009  compared  to  FY  2010  based 
on  the  FY  2010  payment  policies.  Column  2 
shows  estimates  of  payments  per  case  under 
our  model  for  FY  2009.  Column  3  shows 
estimates  of  payments  per  case  under  our 
model  for  FY  2010.  Column  4  shows  the  total 
percentage  change  in  payments  from  FY  2009 
to  FY  2010.  The  change  represented  in 
Column  4  includes  the  proposed  1.4  percent 
update  to  the  capital  Federal  rate,  other 
changes  in  the  adjustments  to  the  capital 
Federal  rate  (for  example,  the  restoration  of 
the  teaching  adjustment  for  FY  2010).  The 
comparisons  are  provided  by:  (1)  Geographic 
location;  (2)  region;  and  (3)  payment 
classification. 

The  simulation  results  show  that,  on 
average,  capital  payments  per  case  in  FY 

2010  are  expected  to  increase  as  compared  to 
capital  payments  per  case  in  FY  2009.  The 
capital  rate  for  FY  2010  will  increase  1.4 
percent  as  compared  to  the  FY  2009  capital 
rate.  The  changes  to  the  GAFs  are  expected 
to  result  in  a  slight  decrease  in  capital 
payments  largely  due  to  the  expiration  of 


section  508  of  Public  Law  108-173.  We  also 
are  estimating  a  decrease  in  outlier  payments 
from  FY  2009  to  FY  2010  due  primarily  to 
an  increase  in  the  fixed-loss  amount.  Our 
impact  analysis  includes  actuarial 
assumptions  of  growth  from  FY  2009  to  FY 
2010  resulting  in  an  increase  in  aggregate 
capital  payments.  The  net  result  of  these 
changes  is  an  estimated  1.9  percent  change 
in  capital  payments  per  discharge  from  FY 
2009  to  FY  2010  for  all  hospitals  (as  shown 
below  in  Table  HI). 

The  geographic  comparison  shows  that,  on 
average,  all  urban  hospitals  are  expected  to 
experience  a  2.0  percent  increase  in  capital 
IPPS  payments  per  case  in  FY  2010  as 
compared  to  FY  2Q09,  while  hospitals  in 
large  urban  areas  are  expected  to  experience 
a  2.1  percent  increase  in  capital  IPPS 
payments  per  case  in  FY  2010  as  compared 
to  FY  2009.  Capital  IPPS  payments  per  case 
for  rural  hospitals  are  expected  to  increase 
1.5  percent. 

All  regions  are  estimated  to  experience  an 
increase  In  total  capital  payments  per  case 
from  FY  2009  to  FY  2010.  These  increases 
vary  by  region  and  range  from  a  0.7  percent 
increase  in  the  New  England  rural  region  to 
a  2.8  percent  increase  in  the  Mountain  urban 
region. 

By  type  of  ownership,  voluntary  and 
proprietary  hospitals  each  are  estimated  to 
experience  an  increase  of  1.9  percent. 
Government  hospitals  are  projected  to  have 
a  slightly  larger  increase  of  2.0  percent  in 
capital  payments  per  case. 

Section  1886(d)(10)  of  the  Act  established 
the  MGCRB.  Before  FY  2005,  hospitals  could 
apply  to  the  MGCRB  for  reclassification  for 
purposes  of  the  standardized  amount,  wage 
index,  or  both.  Section  401(c)  of  Public  Law 
108-173  equalized  the  standardized  amounts 
under  the  operating  IPPS.  Therefore, 
beginning  in  FY  2005,  there  is  no  longer 
reclassification  for  the  purposes  of  the 
standardized  amounts;  however,  hospitals 
still  may  apply  for  reclassification  for 
purposes  of  the  wage  index  for  FY  2010. 
Reclassification  for  wage  index  purposes  also 
affects  the  GAFs  because  that  factor  is 
constructed  from  the  hospital  wage  index. 

To  present  the  effects  of  the  hospitals  being 
reclassified  for  FY  2010,  we  show  the  average 
capital  payments  per  case  for  reclassified 
hospitals  for  FY  2009.  All  classifications  of 
reclassified  hospitals  are  expected  to 
experience  an  increase  in  capital  payments  in 
FY  2010  as  compared  to  FY  2009.  Both  urban 
reclassified  and  urban  non-reclassified 
hospitals  are  expected  to  have  an  increase  in 
capital  payments  of  2.0  percent,  while  capital 
payments  for  rural  reclassified  and  rural  non- 
reclassified  hospitals  are  estimated  to 
increase  1.7  percent  and  1.1  percent, 
respectively.  Other  reclassified  hospitals 
(that  is,  hospitals  reclassified  under  section 
1886(d)(8)(B)  of  the  Act)  are  expected  to 
experience  an  increase  of  1.9  percent  in 
capital  payment  from  FY  2009  to  FY  2010. 
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Table  111— Comparison  of  Total  Payments  Per  Case 

[FY  2009  Payments  Compared  to  FY  2010  Payments] 


Number  of 
hospitals 


Average 
FY  2009 
payments/ 
case 


- r 

Average 
FY  2010 
payments/  ! 
case 


Change 


By  Geographic  Location: 

All  hospitals  . . 

Large  urban  areas  (populations  over  1  million)  . 

Other  urban  areas  (populations  of  1  million  or  fewer)  . . 

Rural  areas  . . . . 

Urban  hospitals . . . 

0-99  beds . . 

100-199  beds . 

200-299  beds . 

300-499  beds . 

500  or  more  beds . . . 

.  Rural  hospitals . 

0-49  beds . 

50-99  beds . 

100-149  beds . 

150-199  beds . . . ^ . 

200  or  more  beds  . 

By  Region: 

Urban  by  Region  . 

New  England  . : . 

Middle  Atlantic  . . . . . 

South  Atlantic  . 

East  North  Central . 

East  South  Central  . 

West  North  Central . 

West  South  Central  . . . 

Mountain . . . 

Pacific  . 

Puerto  Rico . .' . 

Rural  by  Region . . . 

New  England  . . . 

Middle  Atlantic  . . . 

South  Atlantic  . . . 

East  North  Central . - . 

East  South  Central  . . . . . 

West  North  Central . 

West  South  Central  . 

Mountain . : . 

Pacific  . v . 

By  Payment  Classification: 

All  hospitals  . . . 

Large  urban  areas  (populations  over  1  million)  . 

Other  urban  areas  (populations  of  1  million  of  fewer) 

Rural  areas . 

Teaching  Status: 

Non-teaching  . . . 

Fewer  than  100  Residents  ...., . 

1 00  or  more  Residents . . . . . 

Urban  DSH: 

100  or  more  beds . 

Less  than  100  beds  . . . 

Rural  DSH: 

Sole  Community  (SCH/EACH) . . . 

Referral  Center  (RRC/EACH)  . 

Other  Rural: 

100  or  more  beds  . 

Less  than  100  beds  . 

Urban  teaching  and  DSH: 

Both  teaching  and  DSH  . .* . . 

Teaching  and  no  DSH . . 

No  teaching  and  DSH  . 

No  teaching  and  no  DSH  . 

Rural  Hospital  Types: 

Non  special  status  hospitals  . 

RRC/EACH  . . 

SCH/EACH  . . . . . 

Medicare-dependent  hospitals  (MDH)  . 

SCH,  RRC  and  EACH  .....: . 


3,517 

1,377 

1,148 

992 

2,525 

634 

808 

466 

426 

191 

992 

349 

370 

164 
62 
42 

2,525 

120 

344 

388 

397 

160 

165 
346 
163 
391 

51 

992 

24 

70 

171 

122 

176 

101 

224 

72 

32 

3,517 

1,422 

1,171 

924 

2,475 

804 

238 

1,538 

346 

397 

207 

34 

150 

802 

178 

1,082 

531 

2,467 

62 

38 

10 

16 


788 

869 

780 

546 

829 

654 

712 

779 

858 

1,003 

546 

437 

507 
552 
600 

671 

829 

857 

885 

787 
807 
742 
815 
772 
842 
978 
370 

546 
728 
558 

539 
568 
496 
567 

508 

547 
693 

788 
867 
779 
545 

672 
793 

1,123 

856 

585 

476 

602 

540 
450 

929 

810 

715 

733 

832 
'  725 
682 
481 
792 


803 

887 

794 

554 

845 

665 

724 

794 

874 

1,024 

554 

444 

514 

561 

610 

680 

845 

879 

902 

801 

820 

756 

833 

787 

866 

998 

377 

554 

733 

572 

547 
576 
505 
574 
512 
559 
701 

803 

885 

793 

55a 

684 

808 

1,147 

873 

596 

484 

611 

548 
457 

948 

823 

729 

745 

848 

743 

693 

488 

809 


1.9 

2.1 

1.8 

1.5 

2.0 

1.7 

1.8 
2.0 
1.9 
2.1 

1.5 

1.6 
1.5 

1.5 

1.6 

1.3 

2.0 

2.6 

1.9 

1.8 

1.6 

1.9 

2.2 

1.9 

2.8 

2.1 

2.0 

1.5 
0.7 

2.5 

1.5 

1.4 
1.8 
1.1 
0.8 

2.3 
1.2 

1.9 

2.1 

1.8 

1.4 

1.8 

1.9 

2.1 

2.0 

1.8 

1.6 

1.5 

1.5 

1.4 

2.1 

1.6 
2.0 
1.7 

1.9 

2.5 

1.6 
1.4 
2.2 
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Table  III— Comparison  of  Total  Payments  Per  Case— Continued 

[FY  20Q9  Payments  Compared  to  FY  2010  Payments] 


Number  of 
•  hospitals 

Average 

FY  2009 
payments/ 
case 

Average 

FY  2010 
payments/ 
case 

Change 

Hospitals  Reclassified  by  the  Medicare  Geographic  Classification  Review  Board: 
FY2010  Reclassifications: 

All  Urban  Reclassified  . 

•456 

825 

841 

2.0 

All  Urban  Non-Reclassified  . 

2,045 

831 

847 

2.0 

All  Rural  Reclassified  . . 

351 

591 

601 

1.7 

All  Rural  Non-Reclassified  . 

579 

479 

485 

1.1 

Other  Reclassified  Hospitals  (Section  1886(d)(8)(B)) . 

54 

559 

569 

1.9 

Type  of  Ownership: 

Voluntary  . 

2,014 

804 

819 

1.9 

Proprietary  . 

860 

722 

736 

1.9 

Government . 

583 

784 

800 

2.0 

Medicare  Utilization  as  a  Percent  of  Inpatient  Days: 

0-25 . 

317 

1,005 

1,032 

2.6 

25-50  . 

1,433 

869 

886 

2.0 

50-65  . 

1,331 

686 

697 

1.6 

Over  65 . 

308 

598 

608 

1.7 

IX.  Effects  of  Payment  Rate  Changes  and 
Policy  Changes  Under  the  LTCH  PPS 

A.  Introduction  and  General  Considerations 

In  section  VIII.  of  the  preamble  of  this  final 
rule,  we  are  setting  forth  the  annual  update 
to  the  payment  rates  for  the  LTCH  PPS  for 
RY  2010.  In  the  preamble,  we  specify  the 
statutory  authority  for  the  provisions  that  are 
presented,  identify  those  policies  where 
discretion  has  been  exercised,  and  present 
rationale  for  our  decisions  as  well  as 
alternatives  that  were  considered.  In  this 
section  of  Appendix  A  to  this  final  rule,  we 
discuss  the  impact  of  the  changes  to  the 
payment  rates,  factors,  and  other  payment 
rate  policies  related  to  the  LTCH  PPS  that  are 
presented  in  the  preamble  of  this  final  rule 
in  terms  of  their  estimated  fiscal  impact  on 
the  Medicare  budget  and  on  LTCHs. 

Currently,  our  database  of  399  LTCHs 
includes  the  data  for  81  nonprofit  (voluntary 
ownership  control)  LTCHs  and  267 
proprietary  LTCHs.  Of  the  remaining  51 
LTCHs,  12  LTCHs  are  government-owned 
and  operated  and  the  ownership  type  of  the 
other  39  LTCHs  is  unknown.  In  the  impact 
analysis,  we  are  using  the  rates,  factors,  and 
policies  presented  in  this  final  rule, 
including  updated  wage  index  values  and  the 
labor-related  share,  and  the  best  available 
claims  and  CCR  data  to  estimate  the  change 
in  payments  for  the  2010  LTCH  PPS  rate 
year.  The  standard  Federal  rate  for  RY  2009 
is  $39,114.36.  As  discussed  in  section  V.A.2. 
of  the  Addendum  to  this  final  rule,  consistent 
with  our  historical  practice,  we  are  updating 
the  standard  Federal  rate  for  RY  2009  by  2.0 
percent  in  order  to  establish  the  RY  2010 
standard  Federal  rate  at  $39,896.65.  Based  on 
the  best  available  data  for  the  399  LTCHs  in 
our  database,  we  estimate  that  the  update  to 
the  standard  Federal  rate  for  RY  2010 
(discussed  in  section  VIII.  of  the  preamble  of 
this  final  rule)  and  the  changes  to  the  area 
wage  adjustment  (discussed  in  section  V.A. 
of  the  Addendum  to  this  final  rule)  for  the 
2010  LTCH  PPS  rate  year,  in  addition  to  an 
estimated  increase  in  HCO  payments  and  an 
estimated  increase  in  SSO  payments,  will 


result  in  an  increase  in  estimated  payments 
from  the  2009  LTCH  PPS  rate  year  of 
approximately  $153  million  (or  about  3.3 
percent).  Based  on  the  399  LTCHs  in  our 
database,  we  estimate  RY  2009  LTCH  PPS 
payments  to  be  approximately  $4,609  billion 
and  RY  2010  LTCH  PPS  payments  to  be 
approximately  $4,762  billion.  Because  the 
combined  distributional  effects  and 
estimated  changes  to  the  Medicare  program 
payments  would  be  greater  than  $100 
million,  this  final  rule  is  considered  a  major 
economic  rule,  as  defined  in  this  section.  We 
note  the  approximately  $153  million  for  the 
projected  increase  in  estimated  aggregate 
LTCH  PPS  payments  from  RY  2009  to  RY 
2010  does  not  reflect  changes  in  LTCH 
admissions  or  case-mix  intensity  in  estimated 
LTCH  PPS  payments,  which  also  would 
affect  overall  payment  changes. 

The  projected  3.3  percent  increase  in 
estimated  payments  per  discharge  from  the 
2009  LTCH  PPS  rate  year  to  the  2010  LTCH 
PPS  rate  year  is  attributable  to  several  factors, 
including  the  2.0  percent  increase  to  the 
standard  Federal  rate  and  projected  increases 
in  estimated  HCO  and  SSO  payments.  As 
Table  IV  shows,  the  change  attributable 
solely  to  the  standard  Federal  rate  is 
projected  to  result  in  an  increase  of  1.8 
percent  in  estimated  payments  per  discharge 
from  RY  2009  to  RY  2010,  on  average,  for  all 
LTCHs,  while  the  changes  to  the  area  wage 
adjustment  are  projected  to  result  in  a  slight 
decrease  in  estimated  payments,  on  average, 
for  all  LTCHs  (Columns  6  and  7  of  Table  IV, 
respectively).  We  note  that  because  payments 
for  cost-based  SSO  cases  and  a  portion  of 
payments  for  SSO  cases  that  are  paid  based 
on  the  “blend”  option  (that  is,  SSO  cases 
paid  under  §  412.529(c)(2)(iv))  are  not 
affected  by  the  update  to  the  standard 
Federal  rate,  we  estimate  that  the  effect  of  the 
2.0  percent  update  to  the  standard  Federal 
rate  will  result  in  a  1.8  percent  increase  (as 
shown  in  Column  6  of  Table  IV)  on  estimated 
aggregate  LTCH  PPS  payments  for  all  LTCH 
PPS  cases,  including  SSO  cases. 

While  the  effects  of  the  estimated  increase 
in  SSO  and  HCO  payments  and  the  change 


to  the  standard  Federal  rate  are  projected  to 
increase  estimated  payments  from  RY  2009  to 
RY  2010,  the  changes  to  the  area  wage 
adjustment  from  RY  2009  to  RY  2010  are 
expected  to  result  in  a  slight  decrease  in 
estimated  aggregate  LTCH  PPS  payments 
from  the  2009  LTCH  PPS  rate  year  to  the 
2010  LTCH  PPS  rate  year  (Column  7  of  Table 
IV).  As  discussed  in  section  V.B.  of  the 
Addendum  to  this  final  rule,  we  are  updating 
the  wage  index  values  for  FY  2010  based  on 
the  most  recent  available  data.  In  addition, 
we  are  increasing  the  labor-related  share 
slightly  from  75.662  percent  to  75.779 
percent  under  .the  LTCH  PPS  for  RY  2010 
based  on  the  most  recent  available  data  on 
the  relative  importance  of  the  labor-related 
share  of  operating  and  capital  costs  of  the 
RPL  market  basket  (also  discussed  in  section 
VHI.C.2.  of  this  final  rule). 

We  note  that  the  overall  percent  change  in 
estimated  LTCH  payments  from  RY  2009  to 
RY  2010  for  all  changes  (shown  in  Column 
8)  cannot  be  determined  by  adding  the 
incremental  effect  of  the  standard  Federal 
rate  (Column  6)  and  the  area  wage 
adjustment  changes  (Column  7)  on  estimated 
aggregate  LTCH  PPS  payments  because  each 
of  those  two  columns  are  intended  to  show 
the  isolated  impact  of  the  respective  change 
(that  is,  the  change  to  the  standard  Federal 
rate  or  the  change  to  the  area  wage 
adjustment)  on  estimated  payments  for  RY 
2010  as  compared  to  RY  2009,  but  the 
interactive  effects  resulting  from  both  the 
change  to  the  standard  Federal  rate  and  the 
change  to  the  area  wage  adjustment,  as  well 
as  estimated  changes  to  HCO  and  SSO 
payments,  are  not  reflected  in  each  of  these 
columns.  However,  the  interactive  effects  of 
all  changes,  including  the  change  in 
.  estimated  HCO  and  SSO  payments,  are 
reflected  in  the  estimated  change  in 
payments  for  all  changes  for  RY  2010  as 
compared  to  RY  2009  (shown  in  Column  8 
of  Table  IV). 

Notwithstanding  this  limitation,  the 
projected  increase  in  payments  per  discharge 
from  RY  2009  to  RY  2010  is  3.3  percent 
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(shown  in  Column  8).  This  projected  increase 
in  payments  is  attributable  to  the  impacts  of 
the  change  to  the  standard  Federal  rate  (1.8 
percent  in  Column  6)  and  the  change  due  to 
the  area  wage  adjustment  (  —  0.1  percent  in 
Column  7),  and  is  also  due  to  the  effect  of 
the  estimated  increase  in  payments  for  HCO 
cases  and  SSO  cases  in  RY  2010  as  compared 
to  RY  2009.  That  is,  estimated  total  HCO 
payments  are  projected  to  increase  from  RY 
2009  to  RY  2010  in  order  to  ensure  that 
estimated  HCO  payments  will  be  8  percent  of 
total  estimated  LTCH  PPS  payments  in  RY 
2010.  As  discussed  in  detail  in  section  V.  of 
the  Addendum  to  this  final  rule,  an  analysis 
of  the  most  recent  available  LTCH  PPS  claims 
data  (that  is,  FY  2008  claims  from  the  March 
2009  update  of  the  MedPAR  files)  indicates 
that  the  RY  2009  HCO  threshold  of  $22,960 
may  result  in  HCO  payments  in  RY  2009  that 
fall  below  the  estimated  8  percent. 
Specifically,  we  currently  estimate  that  HCO 
payments  will  be  approximately  6.8  percent 
of  estimated  total  LTCH  PPS  payments  in  RY 
2009.  Consequently,  it  is  necessary  to 
decrease  the  HCO  threshold  for  RY  2010  in 
order  to  ensure  that  estimated  HCO  payments 
will  be  8  percent  of  total  estimated  LTCH 
PPS  payments  in  RY  2010.  We  estimate  that 
the  impact  of  the  increase  in  HCO  payments 
would  result  in  approximately  a  1.2  percent 
increase  in  estimated  payments  from  RY 

2009  to  RY  2010  on  average  for  all  LTCHs. 
Furthermore,  in  calculating  the  estimated 
increase  in  payments  from  RY  2009  to  RY 

2010  for  HCO  and  SSO  cases,  we  increased 
estimated  costs  by  the  applicable  market 
basket  percentage  increase  as  projected  by 
our  actuaries.  We  note  that  estimated 
payments  for  all  SSO  cases  comprise 
approximately  15  percent  of  estimated  total 
LTCH  PPS  payments,  and  estimated 
payments  for  HCO  cases  comprise 
approximately  8  percent  of  estimated  total 
LTCH  PPS  payments.  Payments  for  HCO 
cases  are  based  on  80  percent  of  the 
estimated  cost  above  the  HCO  threshold, 
while  the  majority  of  the  payments  for  SSO 
cases  (over  67  percent)  are  based  on  the 
estimated  cost  of  the  SSO  case.  A  thorough 
discussion  of  the  regulatory  impact  analysis 
for  the  changes  presented  in  this  final  rule 
can  be  found  below  in  section  V.  of  the 
Addendum  to  this  final  rule. 

As  we  discuss  in  detail  throughout  this 
final  rule,  based  on  the  most  recent  available 
data,  we  believe  that  the  provisions  of  this 
final  rule  relating  to  the  LTCH  PPS  will  result 
in  an  increase  in  estimated  aggregate  LTCH 
PPS  payments  and  that  the  resulting  LTCH 
PPS  payment  amounts  result  in  appropriate 
Medicare  payments. 

B.  Impact  on  Rural  Hospitals 

For  purposes  of  section  1102(b)  of  the  Act,- 
we  define  a  small  rural  hospital  as  a.  hospital 
that  is  located  outside  of  a  Metropolitan 
Statistical  Area  and  has  fewer  than  100  beds. 
As  shown  in  Table  IV,  we  are  projecting  a  4.2 
percent  increase  in  estimated  payments  per 
discharge  for  the  2010  LTCH  PPS  rate  year 
as  compared  to  the  2009  LTCH  PPS  rate  year 
for  rural  LTCHs  that  will  result  from  the 
changes  presented  in  this  final  rule  (that  is, 
the  update  to  the  standard  Federal  rate 
discussed  in  section  V.A.  of  the  Addendum 


to  this  final  rule  and  the  changes  to  the  area 
wage  adjustment  as  discussed  in  section  V.B. 
of  the  Addendum  to  this  final  rule)  as  well 
as  the  effect  of  estimated  changes  to  HCO  and 
SSO  payments.  This  estimated  impact  is 
based  on  the  data  for  the  26  rural  LTCHs  in 
our  database  of  399  LTCHs,  for  which 
complete  data  were  available. 

The  estimated  increase  in  LTCH  PPS 
payments  from  the  2009  LTCH  PPS  rate  year 
to  the  2010  LTCH  PPS  rate  year  for  rural 
LTCHs  is  primarily  due  to  the  higher  than 
average  impacts  from  the  change  to  the 
standard  Federal  rate  (1.9  percent)  and 
changes  to  the  area  wage  adjustment  (0.4 
percent).  We  believe  that  the  changes  to  the 
area  wage  adjustment  presented  in  this  final 
rule  (that  is,  the  use  of  updated  wage  data 
and  the  change  in  the  labor-related  share) 
would  result  in  accurate  and  appropriate 
LTCH  PPS  payments  in  RY  2010  because 
they  are  based  on  the  most  recent  available 
data.  Such  updated  data  appropriately  reflect 
national  differences  in  area  wage  levels  and 
appropriately  identifies  the  portion  of  the 
standard  Federal  rate  that  should  be  adjusted 
to  account  for  such  differences  in  area  wages, 
thereby  resulting  in  accurate  and  appropriate 
LTCH  PPS  payments.  ‘Furthermore,  rural 
LTCHs  are  projected  to  experience  a  higher 
than  average  increase  in  estimated  HCO 
payments  in  RY  2010,  which  also  contributes 
to  the  estimated  higher  than  average  percent 
change  in  payments  per  discharge  from  RY 

2009  to  RY  2010.  That  is,  our  current 
estimate  shows  that,  for  rural  LTCHs,  the 
increase  in  HCO  payments  in  RY  2010  will 
be  higher  than  the  average  increase  when 
compared  to  all  hospitals. 

C.  Anticipated  Effects  of  LTCH  PPS  Payment 
Rate  Change  and  Policy  Changes 

We  discuss  the  impact  of  the  changes  to 
the  payment  rates,  factors,  and  other  payment 
rate  policies  under  the  LTCH  PPS  for  RY 

2010  (in  terms  of  their  estimated  fiscal 
impact  on  the  Medicare  budget  and  on 
LTCHs)  in  section  VIII.  of  the  preamble  of 
this  final  rule. 

1.  Budgetary  Impact 

Section  123(a)(1)  of  the  BBRA  requires  that 
the  PPS  developed  for  LTCHs  “maintain 
budget  neutrality.”  We  believe  that  the 
statute’s  mandate  for  budget  neutrality 
applies  only  to  the  first  year  of  the 
implementation  of  the  LTCH  PPS  (that  is,  FY 
2003).  Therefore,  in  calculating  the  FY  2003 
standard  Federal  rate  under  §  412.523(d)(2), 
we  set  total  estimated  payments  for  FY  2003 
under  the  LTCH  PPS  so  that  estimated 
aggregate  payments  under  the  LTCH  PPS 
were  estimated  to  equal  the  amount  that 
would  have  been  paid  if  the  LTCH  PPS  had 
not  been  implemented. 

As  discussed  in  section  IX.  A.  of  this 
Appendijc  A,  we  project  an  increase  in 
aggregate  LTCH  PPS  payments  in  RY  2010  of 
approximately  $153  million  (or  3.3  percent) 
based  on  the  399  LTCHs  in  our  database. 

2.  Impact  on  Providers 

The  basic  methodology  for  determining  a 
per  discharge  LTCH  PPS  payment  is  set  forth 
in  §412.515  through  §412.536.  In  addition  to 
the  basic  MS— LTC-DRG  payment  (standard 
Federal  rate  multiplied  by  the  MS-LTC-DRG 


relative  weight),  we  make  adjustments  for 
differences  in  area  wage  levels,  COLA  for 
Alaska  and  Hawaii,  and  SSOs.  Furthermore, 
LTCHs  may  also  receive  HCO  payments  for 
those  cases  that  qualify  based  on  the 
threshold  established  each  rate  year. 

To  understand  the  impact  of  the  changes 
to  the  LTCH  PPS  payments  presented  in  this 
final  rule  on  different  categories  of  LTCHs  for 
the  2010  LTCH  PPS  rate  year,  it  is  necessary 
to  estimate  payments  per  discharge  for  the 
2009  LTCH  PPS  rate  year  using  the  rates, 
factors  and  policies  established  in  the  RY 
2009  LTCH  PPS  final  rule  (73  FR  26788 
through  26874)  and  the  FY  2009  GROUPER 
(Version  26.0)  and  relative  weights 
established  in  the  FY  2009  IPPS  final  rule  (73 
FR  23537  through  23617).  It  is  also  necessary 
to  estimate  the  payments  per  discharge  that 
would  be  made  under  the  LTCH  PPS  rates, 
factors,  policies,  and  GROUPER  for  the  2010 
LTCH  PPS  rate  year  (as  discussed  in  VIII.  of 
the  preamble  and  section  V.  of  the 
Addendum  to  this  final  rule).  These 
estimates  of  RY  2009  and  RY  2010  LTCH  PPS 
payments  are  based  on  the  best  available 
LTCH  claims  data  and  other  factors,  such  as 
the  application  of  inflation  factors  to  estimate 
costs  for  SSO  and  HCO  cases  in  each  year. 

We  also  evaluated  the  change  in  estimated 
2009  LTCH  PPS  rate  year  payments  to 
estimated  2010  LTCH  PPS  rate  year  payments 
(on  a  per  discharge  basis)  for  each  category 
of  LTCHs. 

Hospital  groups  were  based  on 
characteristics  provided  in  the  OSCAR  data, 
FY  2004  through  FY  2006  cost  report  data  in 
HCRIS,  and  PSF  data.  Hospitals  with 
incomplete  characteristics  were  grouped  into 
the  “unknown”  category.  Hospital  groups 
include  the  following: 

•  Location:  large  urban/other  urban/rural. 

•  Participation  date. 

•  Ownership  control. 

•  Census  region. 

•  Bed  size. 

To  estimate  the  impacts  of  the  payment 
rates  and  policy  changes  among  the  various 
categories  of  existing  providers,  we  used 
LTCH  cases  from  the  FY  2008  MedPAR  file 
to  estimate  payments  for  RY  2009  and  to 
estimate  payments  for  RY  2010  for  399 
LTCHs.  While  currently  there  are  just  under 
400  LTCHs,  the  most  recent  growth  is 
predominantly  in  for-profit  LTCHs  that 
primarily  provide  respiratory  and  ventilator- 
dependent  patient  care.  We  believe  that  the 
discharges  based  on  the  FY  2008  MedPAR 
data  for  the  399  LTCHs  in  our  database, 
which  includes  267  proprietary  LTCHs, 
provide  sufficient  representation  in  the  MS- 
LTC-DRGs  containing  discharges  for  patients 
who  received  LTCH  care  for  the  most 
commonly  treated  LTCH  patients’  diagnoses. 

3.  Calculation  of  Prospective  Payments 

For  purposes  of  this  impact  analysis,  to 
estimate  per  discharge  payments  under  the 
LTCH  PPS,  we  simulated  payments  on  a 
case-by-case  basis  using  LTCH  claims  from 
the  FY  2008  MedPAR  files.  For  modeling 
estimated  LTCH  PPS  payments  for  RY  2009, 
we  applied  the  RY  2009  standard  Federal  rate 
(that  is,  $39,114.36,  which  is  effective  for 
LTCH  discharges  occurring  on  or  after  July  1, 
2008,  and  through  September  30,  2009).  For 
modeling  estimated  LTCH  PPS  payments  for 
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RY  2010,  we  applied  the  RY  2010  standard 
Federal  rate  of  $39,896.65,  which  will  be 
effective  for  LTCH  discharges  occurring  on  or 
after  October  1,  2009,  and  through  September 
30,  2010). 

Furthermore,  in  modeling  estimated  LTCH 
PPS  payments  for  both  RY  2009  and  RY  2010 
in  this  impact  analysis,  we  applied  the  RY 
2009  and  RY  2010  adjustments  for  area  wage 
differences  and  the  COLA  for  Alaska  and 
Hawaii.  Specifically,  we  adjusted  for  area 
wage  differences  for  estimated  2009  LTCH 
PPS  rate  year  payments  using  the  current 
LTCH  PPS  labor-related  share  of  75.662 
percent  (73  FR  26815),  the  wage  index  values 
established  in  the  Tables  1  and  2  of  the 
Addendum  to  the  RY  2009  final  rule  (73  FR 
26840  through  26863)  and  the  COLA  factors 
established  in  Table  III  of  the  preamble  of  the 
RY  2009  final  rule  (73  FR  26819).  Similarly, 
we  adjusted  for  area  wage  differences  for 
estimated  2010  LTCH  PPS  rate  year  payments 
using  the  LTCH  PPS  RY  2010  labor-related 
share  of  75.779  percent  (section  VIII.C.2.  of 
the  preamble  of  this  final  rule),  the  RY  2010 
wage  index  values  presented  in  Tables  12A 
and  12B  of  the  Addendum  to  this  final  rule, 
and  the  RY  2010  COLA  factors  shown  in  the 
table  in  section  V.  of  the  Addendum  to  this 
final  rule. 


As  discussed  above,  our  impact  analysis 
reflects  an  estimated  change  in  payments  for 
SSO  cases  as  well  as  an  estimated  increase 
in  payments  for  HCO  cases  (as  described  in 
section  V.C.  of  the  Addendum  to  this  final 
rule).  In  modeling  payments  for  SSO  and 
HCO  cases  in  RY  2009,  we  applied  an 
inflation  factor  of  1.025  percent  (determined 
by  OACT)  to  the  estimated  costs  of  each  case 
determined  from  the  charges  reported  on  the 
claims  in  the  FY  2008  MedPAR  files  and  the 
best  available  CCRs  from  the  March  2009 
update  of  the  PSF.  In  modeling  payments  for 
SSO  and  HCO  cases  in  RY  2010,  we  applied 
an  inflation  factor  of  1.051  (determined  by 
OACT)  to  the  estimated  costs  of  each  case 
determined  from  the  charges  reported  on  the 
claims  in  the  FY  2008  MedPAR  files  and  the 
best  available  CCRs  from  the  March  2009 
update  of  the  PSF. 

These  impacts  reflect  the  estimated 
“losses”  or  “gains”  among  the  various 
classifications  of  LTCHs  from  the  2009  LTCH 
PPS  rate  year  to  the  2010  LTCH  PPS  rate  year 
based  on  the  payment  rates  and  policy 
changes  presented  in  this  final  rule.  Table  IV 
illustrates  the  estimated  aggregate  impact  of 
the  LTCH  PPS  among  various  classifications 
of  LTCHs. 

•  The  first  column,  LTCH  Classification, 
identifies  the  type  of  LTCH. 


•  The  second  column  lists  the  number  of 
LTCHs  of  each  classification  type. 

•  The  third  column  identifies  the  number 
of  LTCH  cases. 

•  The  fourth  column  shows  the  estimated 
payment  per  discharge  for  the  2009  LTCH 
PPS  rate  year  (as  described  above). 

•  The  fifth  column  shows  the  estimated 
payment  per  discharge  for  the  2010  LTCH 
PPS  rate  year  (as  described  above). 

•  The  sixth  column  shows  the  percentage 
change  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  to  the 
2010  LTCH  PPS  rate  year  for  changes  to  the 
standard  Federal  rate  (as  discussed  in  section 
V.  of  the  Addendum  to  this  final  rule). 

•  The  seventh  column  shows  the 
percentage  change  in  estimated  payments  per 
discharge  from  the  2009  LTCH  PPS  rate  year 
to  the  2010  LTCH  PPS  rate  year  for  changes 
to  the  area  wage  adjustment  at  §  412.525(c) 
4as  discussed  in  section  V.B.4.  of  the 
Addendum  to  this  final  rule). 

•  The  eighth  column  shows  the  percentage 
change  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  (Column 

4)  to  the  2010  LTCH  PPS  rate  year  (Column 

5)  for  all  changes  (and  includes  the  effect  of 
estimated  changes  to  HCO  and  SSO 
payments). 


Table  IV— Impact  of  Payment  Rate  and  Payment  Rate  Policy  Changes  to  LTCH  PPS  Payments  for  RY  2010 

[Estimated  2009  LTCH  PPS  Rate  Year  Payments  Compared  to  Estimated  2010  LTCH  PPS  Rate  Year  Payments*] 


LTCH  classification 

Number  of 
LTCHs 

Number  of 
LTCH  PPS 
cases 

Average  RY 
2009  LTCH 
PPS  rate 
year  payment 
per  case 1 

Average  RY 
2010  LTCH 
PPS  rate 
year  payment 
per  case2 

Percent 
change  in  es¬ 
timated  pay¬ 
ments  per 
discharge 
from  RY 
2009  to  RY 
2010  for 
changes  to 
the  federal 
rate3 

Percent 
change  in  es¬ 
timated  pay¬ 
ments  per 
discharge 
from  RY 
2009  to  RY 
2010  for 
changes  to 
the  area 
wage  adjust¬ 
ment4 

Percent 
change  in 
payments  per 
discharge 
from  RY 

2009  to  RY 

2010  for  all 
changes  5 

(D 

(2) 

(3) 

(4) 

(5) 

(6) 

(7) 

(8) 

ALL  PROVIDERS  . 

399 

131,214 

$35,127 

$36,293 

1.8 

-0.1 

3.3 

BY  LOCATION: 

RURAL  . 

26 

5,844 

30,336 

31,597 

1.9 

0.4 

4.2 

URBAN  . 

373 

125,370 

35,350 

36,512 

1.7 

-0.1 

3.3 

LARGE . 

191 

75,370 

36,748 

37,979 

1.7 

0 

3.4 

OTHER  . 

182 

50,000 

33,244 

34,301 

1.8 

w 

3.2 

BY  PARTICIPATION  DATE: 

BEFORE  OCT.  1983  . 

17 

6,666 

31,248 

32,535 

1.7 

4.1 

OCT.  1983— SEPT.  1993  ... 

44 

18,426 

35,496 

36,829 

1.7 

3.8 

OCT.  1993— SEPT.  2002  ... 

191 

66,503 

34,699 

35,791 

1.8 

-0.1 

3.1 

AFTER  OCTOBER  2002  .... 

140 

38,506 

36,290 

37,474 

1.8 

3.3 

UNKNOWN  PARTICIPA- 

TION  DATE  . 

7 

1,113 

37,590 

39,155 

1.7 

4.2 

BY  OWNERSHIP  TYPE: 

VOLUNTARY  . 

81 

21,655 

35,546 

36,810 

1.7 

3.6 

PROPRIETARY  . 

267 

99,479 

34,738 

35,839 

1.8 

3.2 

GOVERNMENT  . 

12 

1,904 

41,093 

42,674 

1.6 

3.9 

UNKNOWN  OWNERSHIP 

TYPE  . 

BY  REGION: 

39 

8,176 

37,364 

38,969 

1.8 

4.3 

NEW  ENGLAND  . 

15 

7,916 

30,685 

32,030 

1.7 

0.8 

4.4 

MIDDLE  ATLANTIC  . 

29 

8,180 

36,267 

37,172 

1.7 

-0.4 

2.5 

SOUTH  ATLANTIC  . 

49 

13,555 

39,848 

41,175 

1.7 

-0.3 

3.3 

EAST  NORTH  CENTRAL  ... 

67 

19,630 

38,943 

39,870 

1.7 

-0.8 

2.4 

EAST  SOUTH  CENTRAL  ... 

31 

8,345 

35,513 

36,739 

1.8 

-0.2 

3.5 

WEST  NORTH  CENTRAL  .. 

21 

5,199 

36,847 

38,094 

1.7 

0.2 

3.4 

WEST  SOUTH  CENTRAL  .. 

138 

50,413 

30,454 

31,420 

1.8 

3.2 

MOUNTAIN  . 

25 

5,988 

37,769 

39,415 

1.7 

1  0.8 

4.4 

Federal  Register /Vol.  74,  No.  165 /Thursday,  August  27,  2009 /Rules  and  Regulations 


44233 


Table  IV— Impact  of  Payment  Rate  and  Payment  Rate  Policy  Changes  to  LTCH  PPS  Payments  for  RY  2010— 

Continued 

[Estimated  2009  LTCH  PPS  Rate  Year  Payments  Compared  to  Estimated  2010  LTCH  PPS  Rate  Year  Payments*] 


LTCH  classification 

Number  of 
LTCHs 

Number  of 
LTCH  PPS 
cases 

Average  RY 
2009  LTCH 
PPS  rate 
year  payment 
per  case 1 

Average  RY 
2010  LTCH 
PPS  rate 
year  payment 
per  case  2 

Percent 
change  in  es¬ 
timated  pay¬ 
ments  per 
discharge 
from  RY 
2009  to  RY 
2010  for 
changes  to 
the  federal 
rate3 

Percent 
change  in  es¬ 
timated  pay¬ 
ments  per 
discharge 
from  RY 
2009  to  RY 
2010  for 
changes  to 
the  area 
wage  adjust¬ 
ment4 

Percent 
change  in 
payments  per 
discharge 
from  RY 

2009  to  RY 

2010  for  all 
changes  5 

(1) 

(2) 

(3) 

•  (4) 

(5) 

(6) 

(7) 

(8) 

PACIFIC  . 

24 

11,988 

43,014 

44,977 

1.7 

1.3 

4.6 

BY  BED  SIZE: 

BEDS:  0-24  . 

41 

5,455 

31,273 

32,442 

1.8 

-0.1 

3.7 

BEDS:  25-49  . 

191 

44,459 

35,502 

36,581 

1.8 

3 

BEDS:  50-74  . 

82 

27,914 

34,978 

36,160 

1.8 

0 

3.4 

BEDS:  75-124  . 

49 

24,540 

37,266 

38,562 

1.7 

0.1 

3.5 

BEDS:  125-199  . 

23 

16,598 

33,752 

34,892 

1.7 

-0.1 

3.4 

BEDS:  200  + . 

13 

12,248 

33,400 

34,622 

1.7 

0.4 

3.7 

1  Estimated  2009  LTCH  PPS  rate  year  payments  based  on  the  rates,  factors  and  policies  established  in  the  RY  2009  LTCH  PPS  final  rule  (73 
FR  26788)  and  the  FY  2009  GROUPER  (Version  26.0)  and  relative  weights  established  in  the  FY  2009  IPPS  final  rule  (73  FR  23537  through 
23617). 

2  Estimated  2010  LTCH  PPS  rate  year  payments  based  on  the  payment  rates  and  policy  changes  presented  in  the  preamble  and  the  Adden¬ 
dum  of  this  final  rule. 

3  Percent  change  in  estimated  payments  per  discharge  from  the  2009  LTCH  PPS  rate  year  to  the  2010  LTCH  PPS  rate  year  for  the  changes 
to  the  standard  Federal  rate,  as  discussed  in  section  V.A.  of  the  Addendum  to  this  final  rule. 

4  Percent  change  in  estimated  payments  per  discharge  from  the  2009  LTCH  PPS  rate  year  to  the  2010  LTCH  PPS  rate  year  for  changes  to 
the  area  wage  adjustment  at  §41 2.525(c)  (as  discussed  in  section  V.B.4.  of  the  Addendum  to  this  final  rule). 

5  Percent  change  in  estimated  payments  per  discharge  from  the  2009  LTCH  PPS  rate  year  (shown  in  Column  4)  to  the  2010  LTCH  PPS  rate 
year  (shown  in  Column  5),  including  all  of  the  changes  presented  in  the  preamble  of  this  final  rule.  Note,  this  column,  which  shows  the  percent 
change  in  estimated  payments  per  discharge  for  all  changes,  does  not  equal  the  sum  of  the  percent  changes  in  estimated  payments  per  dis¬ 
charge  for  changes  to  the  standard  Federal  rate  (column  6)  and  the  changes  to  the  area  wage  adjustment  (Column  7)  due  to  the  effect  of  esti¬ 
mated  changes  in  both  payments  to  SSO  cases  that  are  paid  based  on  estimated  costs  and  aggregate  HCO  payments  (as  discussed  in  this  im¬ 
pact  analysis),  as  well  as  other  interactive  effects  that  cannot  be  isolated. 


4.  Results 

Based  on  the  most  recent  available  data  (as 
described  previously  for  399  LTCHs),  we 
have  prepared  the  following  summary  of  the 
impact  (as  shown  in  Table  IV)  of  the  LTCH 
PPS  payment  rate  and  policy  changes 
presented  in  this  final  rule.  The  impact 
analysis  in  Table  IV  shows  that  estimated 
payments  per  discharge  are  expected  to 
increase  approximately  3.3  percent,  on 
average,  for  all  LTCHs  from  the  2009  LTCH 
PPS  rate  year  to  the  2010  LTCH  PPS  rate  year 
as  a  result  of  the  payment  rate  and  policy 
changes  presented  in  this  final  rule  as  well 
as  estimated  increases  in  HCO  and  SSO 
payments.  We  note  that  we  are  adopting  a  2.0 
percent  increase  to  the  standard  Federal  rate 
for  RY  2010,  based  on  the  latest  market 
basket  estimate  (2.5  percent)  and  the 
adjustment  for  documentation  and  coding  in 
2007  (  —  0.5  percent).  We  noted  earlier  in  this 
section  that  for  most  categories  of  LTCHs,  as 
shown  in  Table  IV  (Column  6),  the  impact  of 
the  increase  of  2.0  percent  to  the  standard 
Federal  rate  is  projected  to  result  in 
approximately  a  1.8  percent  increase  in 
estimated  payments  per  discharge  for  all 
LTCHs  from  the  2009  LTCH  PPS  rate  year  to 
the  2010  LTCH  PPS  rate  year.  In  addition  to 
the  2.0  percent  increase  to  the  standard 
Federal  rate  for  RY  2010,  the  projected 
percent  increase  in  estimated  payments  per 
discharge  from  the  2009  LTCH  PPS  rate  year 


to  the  2010  LTCH  PPS  rate  year  of  3.3  percent 
shown  in  Table  IV  (Column  8)  reflects  the 
effect  of  estimated  increases  in  HCO  and  SSO 
payments,  as  discussed  previously. 
Furthermore,  as  discussed  previously  in  this 
regulatory  impact  analysis,  the  average 
increase  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  to  the 
2010  LTCH  PPS  rate  year  for  all  LTCHs  of 
approximately  3.3  percent  (as  shown  in  Table 
IV)  was  determined  by  comparing  estimated 
RY  2010  LTCH  PPS  payments  (using  the  rates 
and  policies  discussed  in  this  final  rule)  to 
estimated  RY  2009  LTCH  PPS  payments  (as 
described  above  in  section  IX.C.  of  this 
regulatory  impact  analysis), 
a.  Location 

Based  on  the  most  recent  available  data, 
the  vast  majority  of  LTCHs  are  located  in 
urban  areas.  Only  approximately  7  percent  of 
the  LTCHs  are  identified  as  being  located  in 
a  rural  area,  and  approximately  4  percent  of 
all  LTCH  cases  are  treated  in  these  rural 
hospitals.  The  impact  analysis  presented  in 
Table  IV  shows  that  the  average  percent 
increase  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  to  the 
2010  LTCH  PPS  rate  year  for  all  hospitals  is 
3.3  percent  for  all  changes.  For  rural  LTCHs, 
the  percent  change  for  all  changes  is 
estimated  to  be  4.16  percent,  while  for  urban 
LTCHs,  we  estimate  the  increase  to  be  3.3 
percent.  Large  urban  LTCHs  are  projected  to 


experience  an  average  increase,  3.4  percent, 
in  estimated  payments  per  discharge  from  the 

2009  LTCH  PPS  rate  year  to  the  2010  LTCH 
PPS  rate  year,  while  other  urban  LTCHs  are 
projected  to  experience  a  nearly  average 
increase  (3.2  percent)  in  estimated  payments 
per  discharge  from  the  2009  LTCH  PPS  rate 
year  to  the  2010  LTCH  PPS  rate  year,  as 
shown  in  Table  IV. 

b.  Participation  Date 

LTCHs  are  grouped  by  participation  date 
into  four  categories:  (1)  Before  October  1983; 
(2)  between  October  1983  and  September 
1993;  (3)  between  October  1993  and 
September  2002;  and  (4)  after  October  2002. 
Based  on  the  most  recent  available  data,  the 
majority  (approximately  51  percent)  of  the 
LTCH  cases  are  in  hospitals  that  began 
participating  between  October  1993  and 
September  2002,  and  are  projected  to 
experience  nearly  the  average  increase  (3.1 
percent)  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  to  the 

2010  LTCH  PPS  rate  year,  as  shown  in  Table 
IV. 

In  the  participation  category  where  LTCHs 
began  participating  in  Medicare  before 
October  1983,  LTCHs  are  projected  to 
experience  a  higher  than  average  percent 
increase  (4.1)  in  estimated  payments  per 
discharge  from  the  2009  LTCH  PPS  rate  year 
to  the  2010  LTCH  PPS  rate  year,  as  shown 
in  Table  IV,  due  to  changes  in  the  wage  index 
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and  an  estimated  increase  in  HCO  payments. 
Approximately  4  percent  of  LTCHs  began 
participating  in  Medicare  before  October 
1983.  The  LTCHs  in  this  category  are 
projected  to  experience  a  higher  than  average 
increase  in  estimated  payments  because  65 
percent  of  these  LTCHs  are  located  in  areas 
where  the  RY  2010  wage  index  value  is 
greater  than  the  RY  2009  wage  index  value, 
and  also  because  the  majority  of  these  LTCHs 
have  a  wage  index  value  of  greater  than  1.0. 
Approximately  1 1  percent  of  LTCHs  began 
participating  in  Medicare  between  October 
1983  and  September  1993.  These  LTCHs  are 
projected  to  experience  a  slightly  higher  than 
average  increase  (3.8  percent)  in  estimated 
payments.  The  majority  of  LTCHs,  that  is, 
those  that  began  participating  in  Medicare 
since  October  1993,  are  projected  to 
experience  near  average  increases  in 
estimated  payments  per  discharge  from  the 
2009  LTCH  PPS  rate  year  to  the  2010  LTCH 
PPS  rate  year,  as  shown  in  Table  IV. 

c.  Ownership  Control 

Other  than  LTCHs  whose  ownership 
control  type  is  unknown,  LTCHs  are  grouped 
into  three  categories  based  on  ownership 
control  type:  voluntary,  proprietary,  and 
government.  Based  on  the  most  recent 
available  data,  approximately  20  percent  of 
LTCHs  are  identified  as  voluntary  (Table  IV). 
We  expect  that,  for  these  LTCHs  in  the 
voluntary  category,  estimated  2010  LTCH 
PPS  rate  year  payments  per  discharge  will 
increase  slightly  higher  than  the  average  (3.6 
percent)  in  comparison  to  estimated 
payments  in  the  2009  LTCH  PPS  rate  year, 
as  shown  in  Table  IV,  primarily  because  the 
change  in  estimated  HCO  payments  is 
projected  to  be  higher  than  the  average  for 
these  LTCHs.  The  majority  (67  percent)  of 
LTCHs  are  identified  as  proprietary  and  these 
LTCHs  are  projected  to  experience  a  near 
average  increase  (3.2  percent)  in  estimated 
payments  per  discharge  from  the  2009  LTCH 
PPS  rate  year  to  the  2010  LTCH  PPS  rate 
year.  Finally,  government-owned  and 
operated  LTCHs  (3  percent)  are  expected  to 
experience  a  slightly  higher  than  the  average 
increase  (3.9  percent)  in  estimated  payments 
primarily  due  to  larger  than  the  average 
increase  in  estimated  HCO  payments. 

d.  Census  Region 

Estimated  payments  per  discharge  for  the 
2010  LTCH  PPS  rate  year  are  projected  to 
increase  for  LTCHs  located  in  all  regions  in 
comparison  to  the  2009  LTCH  PPS  rate  year. 
Of  the  9  census  regions,  we  project  that  the 
increase  in  estimated  payments  per  discharge 
will  have  the  largest  positive  impact  on 
LTCHs  in  the  New  England,  Mountain,  and 
Pacific  regions  (4.4  percent,  4.4  percent,  and 
4.6  percent,  respectively,  as  shown  in  Table 
IV).  As  explained  in  greater  detail  above  in 
section  XV.B.4.  of  this  Appendix,  the 
estimated  percent  increase  in  payments  per 
discharge  from  the  2009  LTCH  PPS  rate  year 
to  the  2010  LTCH  PPS  rate  year  for  these 
regions  is  largely  attributable  to  the  projected 
increase  in  estimated  HCO  and  SSO 
payments,  in  addition  to  the  increase  in  the 
standard  Federal  rate  and  the  changes  to  the 
area  wage  adjustment.  Specifically,  for  the 
New  England  region,  all  the  LTCHs  located 
in  this  region  have  a  wage  index  value  of 


greater  than  1.0;  and  the  majority  (87  percent) 
of  these  LTCHs  are  located  in  areas  where  the 
RY  2010  wage  index  value  is  greater  than  the 
RY  2009  wage  index  value.  The  projected 
increase  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  to  the 
2010  LTCH  PPS  rate  year  for  LTCHs  in  the 
Mountain  and  Pacific  regions  is  4.4  percent 
and  4.6  percent  respectively.  These  projected 
increases  in  payments  are  due  to  both  the 
estimated  increase  in  HCO  payments  and  the 
significantly  higher  than  average  estimated 
impact  from  the  changes  to  the  area  wage 
adjustment.  That  is,  the  majority  (60  percent) 
of  the  LTCHs  located  in  the  Mountain  region 
have  a  wage  index  value  of  greater  than  1.0, 
and  in  addition,  most  of  these  LTCHs  (76 
percent)  are  located  in  areas  where  the  RY 
2010  wage  index  value  is  greater  than  the  RY 

2009  wage  index  value.  Furthermore,  all  the 
LTCHs  located  in  the  Pacific  region  have  a 
wage  index  value  of  greater  than  1.0  and  they 
are  all  located  in  areas  where  the  RY  2010 
wage  index  value  is  greater  than  the  RY  2009 
wage  index  value. 

In  contrast,  LTCHs  located  in  the  Middle 
Atlantic  and  East  North  Central  regions  are 
projected  to  experience  a  lower  than  average 
increase  in  estimated  payments  per  discharge 
from  the  2009  LTCH  PPS  rate  year  to  the 

2010  LTCH  PPS  rate  year.  The  projected 
increase  in  payments  of  2.5  percent  for 
LTCHs  in  the  Middle  Atlantic  region  is 
primarily  due  to  the  55  percent  of  LTCHs 
located  in  areas  where  the  RY  2010  wage 
index  value  would  be  less  than  the  RY  2009 
wage  index  value.  In  addition,  62  percent  of 
the  LTCHs  in  this  category  are  projected  to 
have  a  RY  2010  wage  index  value  of  greater 
than  1.0.  Similarly,  the  lower  than  average 
increase  in  payments  per  discharge  for 
LTCHs  in  the  East  North  Central  region  is 
largely  due  to  the  majority  of  LTCHs  in  this 
region  that  are  expected  to  experience  a 
decrease  in  estimated  payments  per 
discharge  due  to  the  changes  in  the  area  wage 
adjustment.  However,  we  note  that  the 
projected  increase  in  estimated  HCO 
payments  for  LTCHs  in  this  region  in 
addition  to  the  increase  in  the  standard 
Federal  rate  results  in  an  overall  estimated 
increase,  albeit  less  than  the  average  increase, 
in  estimated  payments  per  discharge  from  the 
2009  LTCH  PPS  rate  year  to  the  2010  LTCH 
PPS  rate  year.  The  remaining  regions,  South 
Atlantic,  East  South  Central,  West  North 
Central,  and  West  South  Central,  are 
expected  to  experience  near  the  average 
increases  in  estimated  payments  per 
discharge  from  the  2009  LTCH  PPS  rate  year 
to  the  2010  LTCH  PPS  rate  year. 

e.  Bed  Size 

LTCHs  were  grouped  into  six  categories 
based  on  bed  size:  0-24  beds;  25—49  beds; 
50-74  beds;  75-124  beds;  125-199  beds;  and 
greater  than  200  beds. 

We  are  projecting  an  average  or  near 
average  increase  in  estimated  2010  LTCH 
PPS  rate  year  payments  per  discharge  in 
comparison  to  the  2009  LTCH  PPS  rate  year 
for  all  bed  size  categories. 

D.  Effect  on  the  Medicare  Program 

As  noted  previously,  we  project  that  the 
provisions  of  this  final  rule  will  result  in  an 
increase  in  estimated  aggregate  LTCH  PPS 


payments  in  RY  2010  of  approximately  $153 
million  (or  about  3.3  percent)  for  the  399 
LTCHs  in  our  database. 

E.  Effect  on  Medicare  Beneficiaries 
Under  the  LTCH  PPS,  hospitals  receive 
payment  based  on  the  average  resources 
consumed  by  patients  for  each  diagnosis.  We 
do  not  expect  any  changes  in  the  quality  of 
care  or  access  to  services  for  Medicare 
beneficiaries  under  the  LTCH  PPS,  but  we 
expect  that  paying  prospectively  for  LTCH 
services  would  enhance  the  efficiency  of  the 
Medicare  program. 

X.  Alternatives  Considered 

This  final  rule  contains  a  range  of  policies. 
The  preamble  of  this  final  rule  provides 
descriptions  of  the  statutory  provisions  that 
are  addressed,  identifies  implementing 
policies  where  discretion  has  been  exercised, 
and  presents  rationales  for  our  decisions  and, 
where  relevant,  alternatives  that  were 
considered. 

XI.  Overall  Conclusion 

A.  Acute  Care  Hospitals 

Table  I  of  section  VI.  of  this  Appendix 
demonstrates  the  estimated  distributional 
impact  of  the  IPPS  budget  neutrality 
requirements  for  the  MS-DRG  and  wage 
index  changes,  and  for  the  wage  index 
reclassifications  under  the  MGCRB.  Table  I 
also  shows  an  overall  increase  of  1.6  percent 
in  operating  payments.  We  estimate  that 
operating  payments  will  increase  by 
approximately  $1.73  billion  in  FY  2010.  This 
accounts  for  the  projected  savings  associated 
with  the  HACs  policy,  which  has  an 
estimated  savings  of  $21  million,  and  the 
additional  spending  of  $17.4  million  due  to 
new  technology  add-on  payments.  In 
addition,  this  estimate  includes  the  reporting 
of  hospital  quality  data  program  costs  of  $2.4 
million,  and  all  operating  payment  policies 
as  described  in  section  VII.  of  this  Appendix. 
We  estimate  that  capital  payments  will 
increase  by  2.1  percent  per  case,  as  shown  in 
Table  III  of  section  VIII.  of  this  Appendix. 
Therefore,  we  project  that  the  increase  in 
capital  payments  in  FY  2010  compared  to  FY 
2009  will  be  approximately  $171  million. 

The  cumulative  operating  and  capital 
payments  should  result  in  a  net  increase  of 
$1,899  billion  to  IPPS  providers.  The 
discussions  presented  in  the  previous  pages, 
in  combination  with  the  rest  of  this  final  rule, 
constitute  a  regulatory  impact  analysis. 

B.  LTCHs 

Overall,  LTCHs  are  projected  to  experience 
an  increase  in  estimated  payments  per 
discharge  in  RY  2010.  In  the  impact  analysis, 
we  are  using  the  rates,  factors,  and  policies 
presented  in  this  final  rule,  including 
updated  wage  index  values,  and  the  best 
available  claims  and  CCR  data  to  estimate  the 
change  in  payments  for  the  2010  LTCH  PPS 
rate  year.  Accordingly,  based  on  the  best 
available  data  for  the  399  LTCHs  in  our 
database,  we  estimate  that  RY  2010  LTCH 
PPS  payments  will  increase  approximately 
$153  million  (or  about  3.3  percent). 
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XU.  Accounting  Statements 

A.  Acute  Care  Hospitals 
As  required  by  OMB  Circular  A— 4 
(available  at  http://www.whitehousegov/omb/ 
circulars/a004/a-4.pdf ),  in  Table  V  below,  we 
have  prepared  an  accounting  statement 
showing  the  classification  of  the 
expenditures  associated  with  the  provisions 
of  this  final  rule  as  they  relate  to  acute  care 
hospitals.  This  table  provides  our  best 
estimate  of  the  change  in  Medicare  payments 
to  providers  as  a  result  of  the  changes  to  the 
IPPS  presented  in  this  final  rule.  All 
expenditures  are  classified  as  transfers  to 
Medicare  providers. 

Table  V— Accounting  Statement: 
Classification  of  Estimated  Ex¬ 
penditures  Under  the  IPPS 
From  FY  2009  to  FY  2010 


Category 

Transfers 

Annualized 

Monetized 

$1 .899  billion. 

Transfers. 

• 

From  Whom  to 

Federal  Government  to  IPPS 

Whom. 

Medicare  Providers. 

Total . 

$1 .899  billion. 

B.  LTCHs 

As  discussed  in  section  DC  of  this 
Appendix,  the  impact  analysis  for  the 
changes  under  the  LTCH  PPS  for  this  final 
rule  projects  an  increase  in  estimated 
aggregate  payments  of  approximately  $153 
million  (or  about  3.3  percent)  for  the  399 
LTCHs  in  our  database  that  are  subject  to 
payment  under  the  LTCH  PPS.  Therefore,  as 
required  by  OMB  Circular  A— 4  (available  at 
http://www.whitehouse.gov/omb/circulars/ 
a004/a-4.pdf),  in  Table  VI  below,  we  have 
prepared  an  accounting  statement  showing 
the  classification  of  the  expenditures 
associated  with  the  provisions  of  this  final 
rule  as  they  relate  to  changes  to  the  LTCH 
PPS.  Table  VI  provides  our  best  estimate  of 
the  increase  in  Medicare  payments  under  the 
LTCH  PPS  as  a  result  of  the  provisions 
presented  in  this  final  rule  based  on  the  data 
for  the  399  LTCHs  in  our  database.  All 
expenditures  are  classified  as  transfers  to 
Medicare  providers  (that  is,  LTCHs). 

Table  VI— Accounting  Statement: 
Classification  of  Estimated  Ex¬ 
penditures  From  the  2009  LTCH 
PPS  Rate  Year  to  the  2010 
LTCH  PPS  Rate  Year 


Category 

Transfers 

Annualized 

Positive  transfer— Estimated 

Monetized 

increase  in  expenditures: 

Transfers. 

$1 53  million. 

From  Whom  to 

Federal  Government  to 

Whom: 

LTCH  PPS  Medicare  Pro¬ 
viders. 

Total . 

$153  million. 

XIH.  Executive  Order  12866 

In  accordance  with  the  provisions  of 
Executive  Order  12866,  the  Executive  Office 
of  Management  and  Budget  reviewed  this 
final  rule. 

Appendix  B:  Recommendation  of 
Update  Factors  for  Operating  Cost 
Rates  of  Payment  for  Inpatient  Hospital 
Services 

I.  Background 

Section  1886(e)(4)(A)  of  the  Act  requires 
that  the  Secretary,  taking  into  consideration 
the  recommendations  of  the  MedPAC, 
recommend  update  factors  for  inpatient 
hospital  services  for  each  fiscal  year  that  take 
into  account  the  amounts  necessary  for  the 
efficient  and  effective  delivery  of  medically 
appropriate  and  necessary  care  of  high 
quality.  Under  section  1886(e)(5)  of  the  Act, 
we  are  required  to  publish  update  factors 
recommended  by  the  Secretary  in  the 
proposed  and  final  IPPS  rules,  respectively. 
Accordingly,  this  Appendix  provides  the 
recommendations  for  the  update  factors  for 
the  IPPS  national  standardized  amount,  the 
Puerto  Rico-specific  standardized  amount, 
the  hospital-specific  rates  for  SCHs  and 
MDHs,  and  the  rate-of-increase  limits  for 
certain  hospitals  excluded  from  the  IPPS,  as 
well  as  LTCHs,  IPFs,  and  IRFs.  We  also 
discuss  our  response  to  MedPAC’s 
recommended  update  factors  for  inpatient 
hospital  services. 

II.  Inpatient  Hospital  Update  for  FY  2010 

Section  1886(b)(3)(B)(i)(XX)  of  the  Act,  as 
amended  by  section  5001(a)  of  Public  Law 
109-171,  sets  the  FY  2010  percentage 
increase  in  the  operating  cost  standardized 
amount  equal  to  the  rate-of-increase  in  the 
hospital  market  basket  for  IPPS  hospitals  in 
all  areas,  subject  to  the  hospital  submitting 
quality  information  under  rules  established 
by  the  Secretary  in  accordance  with  section 
1886(b)(3)(B)(viii)  of  the  Act.  For  hospitals 
that  do  not  provide  these  data,  the  update  is 
equal  to  the  market  basket  percentage 
increase  less  2.0  percentage  points. 

In  compliance  with  section  404  of  the 
MMA,  as  we  proposed  in  the  FY  2010  IPPS/ 
LTCH  PPS  proposed  rule  (74  FR  24685),  in 
section  IV.  of  the  preamble  of  this  final  rule, 
we  are  replacing  the  FY  2002-based  IPPS 
operating  and  capital  market  baskets  with  the 
revised  and  rebased  FY  2006-based  IPPS 
operating  and  capital  market  baskets  for  FY 
2010.  In  addition  to  updating  the  base  year 
to  reflect  more  recent  data,  we  also  are 
making  several  changes  to  the  structure  of  the 
market  basket,  including  three  new  expense 
categories  and  revising  severed  price  proxies. 

As  we  proposed,  we  also  are  rebasing  the 
labor-related  share  to  reflect  the  more  recent 
base  year.  The  current  labor-related  share, 
which  is  based  on  the  FY  2002-based  EPPS 
market  basket,  is  69.7.  We  are  adopting  a 
labor-related  share  of  68.8,  which  is  based  on 
the  rebased  and  revised  FY  2006-based  IPPS 
market  basket.  For  a  complete  discussion  on 
the  rebasing  of  the  market  basket  and  labor 
share,  we  refer  readers  to  section  IV.  of  the 
preamble  to  this  final  rule. 

Consistent  with  current  law,  based  on  IHS 
Global  Insight,  Inc.’s  first  quarter  2009 


forecast  of  the  FY  2010  market  basket 
increase,  we  stated  in  the  proposed  rule  that 
we  are  estimating  that  the  FY  2010  update  to 
the  standardized  amount  will  be  2.1  percent 
(that  is,  the  then  current  estimate  of  the 
market  basket  rate-of-increase)  for  hospitals 
in  all  areas,  provided  the  hospital  submits 
quality  data  in  accordance  with  our  rules.  For 
hospitals  that  do  not  submit  quality  data,  we 
stated  in  the  proposed  rule  that  we  are 
estimating  that  the  update  to  the 
standardized  amount  will  be  0.1  percent  (that 
is,  the  then  current  estimate  of  the  market 
basket  rate-of-increase  minus  2.0  percentage 
points).  Therefore,  we  are  adopting  in  this 
final  rule,  based  on  IHS  Global  Insight,  Inc.’s 
second  quarter  2009  forecast  of  the  FY  2010 
market  basket  increase,  a  FY  2010  update  to 
the  standardized  amount  of  2.1  percent  (that 
is,  the  current  estimate  of  the  market  basket 
rate-of-increase)  for  hospitals  in  all  areas, 
provided  the  hospital  submits  quality  data  in 
accordance  with  our  rules.  For  hospitals  that 
do  not  submit  quality  data,  the  update  to  the 
standardized  amount  will  be  0.1  percent  (that 
is,  the  current  estimate  of  the  market  basket 
rate-of-increase  minus  2.0  percentage  points). 

Section  1886(d)(9)(C)(l)  of  the  Act  is  the 
basis  for  determining  the  percentage  increase 
to  the  Puerto  Rico-specific  standardized 
amount.  In  the  proposed  rule,  we  proposed 
to  apply  the  full  rate-of-increase  in  the 
hospital  market  basket  for  IPPS  hospitals  to 
the  Puerto  Rico-specific  standardized 
amount.  Because  we  did  not  receive  any 
public  comments  on  this  proposal,  for  FY 
2010,  we  are  applying  the  full  rate-of- 
increase  in  the  hospital  market  basket  for 
IPPS  hospitals  to  the  Puerto  Rico-specific 
standardized  amount.  Therefore,  the  update 
to  the  Puerto  Rico-specific  standardized 
amount  is  2.1  percent. 

Section  1886(b)(3)(B)(iv)  of  the  Act  sets  the 
FY  2010  percentage  increase  in  the  hospital- 
specific  rates  applicable  to  SCHs  and  MDHs 
equal  to  the  rate  set  forth  in  section 
1886(b)(3)(B)(i)  of  the  Act  (that  is,  the  same 
update  factor  as  for  all  other  hospitals  subject 
to  the  IPPS,  or  the  rate-of-increase  in  the 
market  basket).  Therefore,  the  update  to  the 
hospital-specific  rates  applicable  to  SCHs 
and  MDHs  is  2.1  or  0.1  percent,  depending 
upon  whether  the  hospital  submits  quality 
data. 

Section  1886(b)(3)(B)(ii)  of  the  Act  is  used 
for  purposes  of  determining  the  percentage 
increase  in  the  rate-of-increase  limits  for 
children’s  and  cancer  hospitals.  Section 
1886(b)(3)(B)(ii)  of  the  Act  sets  the 
percentage  increase  in  the  rate-of-increase 
limits  equal  to  the  market  basket  percentage 
increase.  In  accordance  with  §  403.752(a)  of 
the  regulations,  RNHCIs  are  paid  under 
§  413.40,  which  also  uses  section 
1886(b)(3)(B)(ii)  of  the  Act  to  update  the 
percentage  increase  in  the  rate-of-increase 
limits.  Section  1886(j)(3)(C)  of  the  Act 
addresses  the  increase  factor  for  the  Federal 
prospective  payment  rate  of  IRFs.  Section 
123  of  Public  Law  106-113,  as  amended  by 
section  307(b)  of  Public  Law  106-554, 
provides  the  statutory  authority  for  updating 
payment  rates  under  the  LTCH  PPS.  in 
addition,  section  124  of  Public  Law  106-113 
provides  the  statutory  authority  for  updating 
all  aspects  of  the  payment  rates  for  IPFs. 
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Currently,  children’s  hospitals,  cancer 
hospitals,  and  RNHCIs  are  the  remaining 
three  types  of  hospitals  still  reimbursed 
under  the  reasonable  cost  methodology.  We 
are  providing  our  current  estimate  of  the  FY 
2010  IPPS  operating  market  basket 
percentage  increase  (2.1  percent)  to  update 
the  target  limits  for  children’s  hospitals, 
cancer  hospitals,  and  RNHCIs. 

For  RY  2010,  as  discussed  in  section  VIII. 
of  the  preamble  to  this  final  rule,  we  are 
establishing  an  update  of  2.0  percent  to  the 
LTCH  PPS  Federal  rate,  which  is  based  on  a 
market  basket  increase  of  2.5  percent  (based 
on  IHS  Global  Insight,  Inc.’s  second  quarter 
2009  forecast  of  the  FY  2002-based  RPL 
market  basket  increase  for  RY  2010)  and  an 
adjustment  of  —0.5  percent  to  account  for  the 
increase  in  case-mix  in  a  prior  year  that 
resulted  from  changes  in  coding  practices 
rather  than  an  increase  in  patient  severity. 

Effective  for  cost  reporting  periods 
beginning  on  or  after  January  1,  2005,  IPFs 
are  paid  under  the  IPF  PPS.  IPF  PPS 
payments  are  based  on  a  Federal  per  diem 
rate  that  is  derived  from  the  sum  of  the 
average  routine  operating,  ancillary,  and 
capital  costs  for  each  patient  day  of 
psychiatric  care  in  an  IPF,  adjusted  for 
budget  neutrality. 

IRFs  are  paid  under  the  IRF  PPS  for  cost 
reporting  periods  beginning  on  or  after 
January  1,  2002.  For  cost  reporting  periods 
beginning  on  or  after  October  1,  2002  (FY 
2003),  and  thereafter,  the  Federal  prospective 
payments  to  IRFs  are  based  on  100  percent 
of  the  adjusted  Federal  IRF  prospective 
payment  amount,  updated  annually  (69  FR 
45721). 

We  refer  readers  to  section  IV.  of  the 
preamble  to  this  final  rule  for  a  summary  of 
the  public  comments  we  received  on  the 
rebasing  and  revising  of  the  market  basket 
and  labor-related  share. 

III.  Secretary’s  Final  Recommendations 

MedPAC  is  recommending  an  inpatient 
hospital  update  equal  to  the  market  basket 
rate  of  increase  for  FY  2010.  MedPAC’s 
rationale  for  this  update  recommendation  is 
described  in  more  detail  below.  Based  on  IHS 
Global  Insight,  Inc.’s  2009  second  quarter 
forecast,  with  historical  data  through  the 
2009  first  quarter,  of  the  rebased  and  revised 
FY  2006-based  IPPS  market  basket,  we  are 
recommending  an  update  to  the  standardized 
amount  of  2.1  percent.  We  are  recommending 
that  this  same  update  factor  apply  to  SCHs 
and  MDHs. 

Section  1886(d)(9)(C)(i)  of  the  Act  is  the 
basis  for  determining  the  percentage  increase 
to  the  Puerto  Rico-specific  standardized 
amount.  For  FY  2010,  we  are  applying  the 
full  rate-of-increase  in  the  hospital  market 
basket  for  IPPS  hospitals  to  the  Puerto  Rico- 


specific  standardised  amount.  Therefore,  the 
update  to  the  Puerto'Rico-specific 
standardized  amount  is  2.1  percent. 

In  addition  to  making  a  recommendation 
for  IPPS  hospitals,  in  accordance  with 
section  1886(e)(4)(A)  of  the  Act,  we  also  are 
recommending  update  factors  for  all  other 
types  of  hospitals.  Using  IHS  Global  Insight, 
Inc.’s  2009  second  quarter  forecast,  with 
historical  data  through  the  2009  first  quarter, 
of  the  rebased  and  revised  FY  2006-based 
IPPS  market  basket,  we  are  recommending  an 
update  based  on  the  IPPS  market  basket 
increase  for  children’s  hospitals,  cancer 
hospitals,  and  RNHCIs  of  2.1  percent.  r 

In  the  IPF  PPS  RY  2010  notice  (74  FR 
20365),  we  implemented  an  update  to  the  IPF 
PPS  Federal  rate  for  RY  2010  of  2.1  percent 
for  the  Federal  per  diem  payment  amount. 
Similar  to  the  update  we  implemented  in  the 
IPF  PPS  RY  2010  notice,  we  are 
recommending  an  update  to  the  IPF  PPS 
Federal  rate  for  RY  2010  of  2.1  percent  for 
the  Federal  per  diem  payment  amount. 

For  RY  2010,  similar  to  our  approach  in 
section  VIII.  of  the  preamble  of  this  final  rule, 
we  are  recommending  an  update  of  2.0 
percent  to  the  LTCH  PPS  Federal  rate,  which 
is  based  on  a  market  basket  increase  of  2.5 
percent  (based  on  IHS  Global  Insight,  Inc.’s 
second  quarter  2009  forecast  of  the  FY  2002- 
based  RPL  market  basket  increase  for  RY 
2010)  and  an  adjustment  of  -0.5  percent  to 
account  for  the  increase  in  case-mix  in  a 
prior  year  that  resulted  from  changes  in 
coding  practices  rather  than  an  increase  in 
patient  severity. 

Finally,  in  the  FY  2010  IRF  PPS  final  rule 
scheduled  to  publish  in  the  August  7,  2009, 
issue  of  the  Federal  Register,  we  are 
recommending  the  update  factor  that  will  be 
applied  to  the  FY  2010  IRF  PPS  Federal  rate. 

IV.  MedPAC  Recommendation  for  Assessing 
Payment  Adequacy  and  Updating  Payments 
in  Traditional  Medicare 

In  its  March  2009  Report  to  Congress, 
MedPAC  assessed  the  adequacy  of  current 
payments  and  costs,  and  the  relationship 
between  payments  and  an  appropriate  cost 
base,  utilizing  an  established  methodology 
used  by  MedPAC  in  the  past  several  years. 

MedPAC  recommended  an  update  to  the 
hospital  inpatient  rates  equal  to  the  increase 
in  the  hospital  market  basket  in  FY  2010, 
concurrent  with  implementation  of  a  quality 
incentive  program.  Similar  to  last  year, 
MedPAC.  also  recommended  that  CMS  put 
pressure  on  hospitals  to  control  their  costs 
rather  than  accommodate  the  current  rate  of 
cost  growth,  which  is,  in  part,  caused  by  a 
lack  of  pressure  from  private  payers. 

MedPAC  noted  that  indicators  of  payment 
adequacy  are  almost  uniformly  positive. 
MedPAC  expects  Medicare  margins  to  remain 


low  in  2010.  At  the  same  time  though, 
MedPAC’s  analysis  finds  that  hospitals  with 
low  non-Medicare  profit  margins  have  below 
average  standardized  costs  and  most  of  these 
facilities  have  positive  overall  Medicare  ' 
margins. 

Response:  Similar  to  our  response  last  year, 
we  agree  with  MedPAC  that  hospitals  should 
control  costs  rather  than  accommodate  the 
current  rate  of  growth.  An  update  equal  to 
less  than  the  market  basket  will  motivate 
hospitals  to  control  their  costs,  consistent 
with  MedPAC’s  recommendation.  As 
MedPAC  noted,  the  lack  of  financial  pressure 
at  certain  hospitals  can  lead  to  higher  costs 
and  in  turn  bring  down  the  overall  Medicare 
margin  for  the  industry. 

As  discussed  in  section  II.  of  the  preamble 
of  this  final  rule,  CMS  implemented  the  MS- 
DRGs  in  FY  20Q8  to  better  account  for 
severity  of  illness  under  the  IPPS  and  is 
basing  the  DRG  weights  on  costs  rather  than 
charges.  We  continue  to  believe  that  these 
refinements  will  better  match  Medicare 
payment  of  the  cost  of  care  and  provide 
incentives  for  hospitals  to  be  more  efficient 
in  controlling  costs.  , 

We  note  that,  because  the  operating  and 
capital  prospective  payment  systems  remain 
separate,  we  are  continuing  to  use  separate 
updates  for  operating  and  capital  payments. 
The  update  to  the  capital  rate  is  discussed  in 
section  III.  of  the  Addendum  to  this  final 
rule. 

Comment:  One  commenter  reiterated  that 
MedPAC  reported  that  Medicare  margins  are 
growing  increasingly  negative  and  that 
MedPAC  recommended  that  hospitals  be 
given  a  positive  update  of  2.7  percent  in  FY 
2010  concurrent  with  implementation  of  a 
quality  incentive  program.  The  commenter 
supported  MedPAC’s  recommendation  of  a 
full  update  to  the  market  basket  concurrent 
with  implementation  of  a  quality  incentive 
program. 

Response:  We  thank  the  commenter  for 
their  comments.  As  discussed  above,  section 
1886(b)(3)(B)(i)(XX)  of  the  Act,  as  amended 
by  section  5001(a)  of  Public  Law  109-171, 
sets  the  FY  2010  percentage  increase  in  the 
operating  cost  standardized  amount  equal  to 
the  rate-of-increase  in  the  hospital  market 
basket  for  IPPS  hospitals  in  all  areas.  Under 
section  1886(b)(3)(B)(viii)  of  the  Act,  for 
hospitals  that  do  not  provide  quality  data,  the 
update  is  equal  to  the  market  basket 
percentage  increase  less  2.0  percentage 
points.  In  this  final  rule,  based  on  IHS  Global 
Insight,  Inc.’s  second  quarter  2009  forecast  of 
the  FY  2010  market  basket  increase,  we  are 
adopting  a  FY  2010  update  to  the 
standardized  amount  of  2.1  percent. 

[FR  Doc.  E 9— 18663  Filed  7-31-09;  4:15  pm] 
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DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[Docket  No.  FWS-R8-ES-2009-0054; 

9221 0-1 117-0000-B4] 

50  CFR  Part  17 

RIN  1018-AW20 

Endangered  and  Threatened  Wildlife 
and  Plants;  Designation  of  Critical 
Habitat  for  Ambrosia  pumila  (San 
Diego  ambrosia) 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Proposed  rule. 

SUMMARY:  We,  the  U.S.  Fish  and 
Wildlife  Service  (Service),  propose  to 
designate  critical  habitat  for  Ambrosia 
pumila  (San  Diego  ambrosia)  under  the 
Endangered  Species  Act  of  1973,  as 
amended  (Act).  In  total,  approximately 
802  acres  (ac)  (324  hectares  (ha))  of  land 
are  being  proposed  for  designation  as 
critical  habitat.  The  proposed  critical 
habitat  is  located  in  Riverside  and  San 
Diego  Counties,  California. 

DATES:  We  will  consider  comments  we 
receive  on  or  before  October  26,  2009. 

We  must  receive  requests  for  public 
hearings,  in  writing,  at  the  address 
shown  in  the  FOR  FURTHER  INFORMATION 
CONTACT  section  by  October  13,  2009. 
ADDRESSES:  You  may  submit  comments 
by  one  of  the  following  methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.regulations.gov.  Follow  the 
instructions  for  submitting  comments  to 
Docket  No.  FWS—R8—ES— 2009— 0054. 

•  U.S.  mail  or  hand-delivery:  Public 
Comments  Processing,  Attn:  FWS-R8- 
ES-2009-0054;  Division  of  Policy  and 
Directives  Management;  U.S.  Fish  and 
Wildlife  Service;  4401  N.  Fairfax  Drive, 
Suite  222;  Arlington,  VA  22203. 

We  will  post  all  comments  on  http:// 
www.regulations.gov.  This  generally 
means  that  we  will  post  any  personal 
information  you  provide  us  (see  the 
Public  Comments  section  below  for 
more  information). 

FOR  FURTHER  INFORMATION  CONTACT:  Jim 

Bartel,  Field  Supervisor,  U.S.  Fish  and 
Wildlife  Service,  Carlsbad  Fish  and 
Wildlife  Office,  6010  Hidden  Valley 
Road,  Suite  101,  Carlsbad,  CA  92011; 
telephone  (760)  431-9440;  facsimile 
(760)  431-5901.  If  you  use  a 
telecommunications  device  for  the  deaf 
(TDD),  call  the  Federal  Information 
Relay  Service  (FIRS)  at  (800)  877-8339. 
SUPPLEMENTARY  INFORMATION: 

Public  Comments 

We  intend  that  any  final  action 
resulting  from  this  proposed  rule  will  be 


based  on  the  best  scientific  and 
commercial  data  available  and  be  as 
accurate  and  as  effective  as  possible. 
Therefore,  we  request  comments  or  ' 
information  from  the  public,  other 
concerned  government  agencies,  the 
scientific  community,  industry,  or  other 
interested  party  concerning  this 
proposed  rule.  We  particularly  seek 
comments  concerning: 

(1)  The  reasons  why  we  should  or 
should  not  designate  habitat  as  “critical 
habitat”  under  section  4  of  the 
Endangered  Species  of  1973,  as 
amended  (Act)  (16  U.S.C.  1531  et  seq.), 
including  whether  there  are  threats  to 
the  species  from  human  activity,  the 
degree  of  which  can  be  expected  to 
increase  due  to  the  designation,  and 
whether  that  increase  in  threat 
outweighs  the  benefit  of  designation 
such  that  the  designation  is  not  prudent. 

(2)  Specific  information  that  may 
assist  us  in  clarifying  or  identifying 
more  specific  primary  constituent 
elements  (PCEs).  There  is  a  lack  of 
specific  information  available  regarding 
what  constitutes  physical  and  biological 
features  essential  to  the  conservation  of 
this  species.  Additionally,  the  available 
information  does  not  identify  a 
consistent  pattern  in  specific  life-history 
requirements  and  habitat  types  where 
Ambrosia  pumila  is  found.  For  these 
reasons,  the  PCEs  in  this  proposed  rule 
are  broad  and  based  on  our  assessment 
of  the  ecosystem  settings  in  which  the 
species  has  most  frequently  been 
detected  and  our  best  assessment 
regarding  its  life  history  requisites.  We 
specifically  seek  information  that  may 
assist  us  in  defining  those  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  which  may 
require  special  management 
considerations  or  protection,  or  in 
identifying  specific  areas  outside  the 
geographical  area  occupied  by  the 
species  at  the  time  it  was  listed  that  may 
be  essential  to  the  conservation  of  the 
species.  In  particular,  answers  to  the 
following  questions  may  be  helpful  to 
clarify  or  identify  more  specific  PCEs  of 
Ambrosia  pumila  habitat: 

•  Does  the  species  reproduce  via  seed? 
If  so,  does  the  species  rely  on  some 
aspect  of  its  environment  to  trigger  seed 
germination? 

•  What  are  the  key  factors  determining 
why  the  species  occupies  the  particular 
areas  it  occupies  (but  not  other  areas 
with  ihe  same  habitat  type)?  For 
example,  what  role  does  proximity  to 
waterways  or  vernal  pools  play? 

(3)  The  appropriateness  of  designating 
critical  habitat  for  this  species.  If  the 
broad  essential  physical  and  biological 
features  proposed  for  Ambrosia  pumila 
habitat  cannot  be  defined  more 


specifically,  or  we  cannot  reasonably 
identify  essential  habitat  for  this  species 
based  on  our  evaluation  of  information 
received,  it  may  be  difficult  to  identify 
specific  areas  as  critical  habitat  for  this 
species.  This  may  be  the  case  if  specific 
information  regarding  what  constitutes 
essential  habitat  for  this  species  cannot 
be  obtained,  or  if  the  data  obtained 
suggest  that  the  species  can  effectively 
carry  out  all  necessary  life  functions  in 
a  range  of  habitat  types  and  conditions 
(i.e.,  there  may  not  be  specific  habitat 
features  essential  to  the  conservation  of 
the  species). 

(4)  Specific  information  on: 

•  The  amount  and  distribution  of 
Ambrosia  pumila  habitat  included  in 
this  proposed  rule, 

•  What  areas  occupied  at  the  time  of 
listing  that  contain  features  essential  for 
the  conservation  of  the  species  should 
we  include  or  exclude  in  the 
designation  and  why,  and 

•  What  areas  not  occupied  at  the  time 
of  listing  are  essential  to  the 
conservation  of  the  species  and  why. 

(5)  How  the  proposed  critical  habitat 
boundaries  could  be  refined  to  more 
closely  circumscribe  the  areas  identified 
as  essential.  We  also  seek 
recommendations  to  improve  the 
methodology  used  to  delineate  the  areas 
proposed  as  critical  habitat;  especially 
comments  regarding  how  we  might 
more  accurately  estimate  the  additional 
surface  area  beyond  the  visible  surface 
area  covered  by  the  aerial  stems  that  we 
need  to  include  for  each  occurrence  of 
Ambrosia  pumila  in  the  critical  habitat 
designation  to  ensure  that  habitat  areas 
do  not  exclude  unseen  underground 
portions  of  A.  pumila  plants  (see  step 
number  4  in  the  Methods  section 
below). 

(6)  Land  use  designations  and  current 
or  planned  activities  in  the  areas 
proposed  as  critical  habitat  and  their 
possible  impacts  on  the  species  and  the 
proposed  critical  habitat. 

(7)  Any  probable  economic,  national 
security,  or  other  relevant  impacts  of 
designating  any  area  that  may  be 
included  in  the  final  designation.  We 
are  particularly  interested  in  any 
impacts  on  small  entities,  and  the 
benefits  of  including  or  excluding  areas 
that  exhibit  these  impacts. 

(8)  Any  issues  with  the  exclusions 
being  considered  under  section  4(b)(2) 
of  the  Act  as  part  of  this  proposed 
designation,  or  reasons  why  any 
proposed  critical  habitat  not  considered 
for  exclusions  should  be  excluded. 

(9)  Any  special  management 
considerations  or  protections  that  the 
proposed  critical  habitat  may  require. 

(10)  Whether  we  could  improve  or 
modify  our  approach  to  designating 
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critical  habitat  in  any  way  to  provide  for 
greater  public  participation  and 
understanding,  or  to  better 
accommodate  public  concerns  and 
comments. 

(11)  Whether  the  benefit  of  an 
exclusion  of  any  particular  area 
outweighs  the  benefit  of  inclusion  under 
section  4(b)(2)  of  the  Act,  in  particular 
for  those  areas  covered  by  the  Western 
Riverside  County  Multiple  Species 
Habitat  Conservation  Plan  (Western 
Riverside  MSHCP),  and  Subarea  Plans 
(City  of  San  Diego  and  County  of  San 
Diego)  under  the  San  Diego  Multiple 
Species  Conservation  Program  (MSCP), 
and  specific  reasons  why. 

(12)  Whether  the  benefit  of  excluding 
the  area  proposed  as  critical  habitat 
within  the  City  of  Oceanside  in  San 
Diego  County  (Subunit  4C)  under 
section  4(b)(2)  of  the  Act  outweighs  the 
benefit  of  including  this  area  as  critical 
habitat,  and  specific  reasons  why.  The 
City  of  Oceanside  is  working  on  a 
Subarea  Plan  under  the  Northwestern 
San  Diego  County  Multiple  Habitat 
Conservation  Plan  (MHCP)  in 
cooperation  with  the  Service. 

Our  final  determination  concerning 
critical  habitat  for  Ambrosia  pumila  will 
take  into  consideration  all  written 
comments  and  comments  received 
during  a  public  hearing,  should  one  be 
requested,  and  any  additional 
information  we  receive  during  the 
public  comment  period.  These 
comments  will  be  included  in  the 
public  record  for  this  rulemaking.  Our 
final  determination  will  also  incorporate 
all  comments  requested  of  peer 
reviewers  and  received  during  the 
comment  period.  Finally,  our  final 
determination  concerning  critical 
habitat  will  consider  all  written 
comments  and  any  additional 
information  we  receive  during  the 
comment  period  for  the  draft  Economic 
Analysis  (DEA).  On  the  basis  of  peer 
reviewer  and  public  comments,  we  may, 
during  the  development  of  our  final 
determination,  find  that  areas  within 
those  proposed  do  not  meet  the 
definition  of  critical  habitat,  that  some 
modifications  to  the  described 
boundaries  are  appropriate,  or  that  areas 
are  not  appropriate  for  exclusion  under 
section  4(b)(2)  of  the  Act. 

You  may  submit  your  comments  and 
materials  concerning  this  proposed  rule 
by  one  of  the  methods  listed  in  the 
ADDRESSES  section. 

We  will  post  your  entire  comment — 
including  your  personal  identifying 
information — on  http:// 
www.regulations.gov.  If  you  provide 
personal  identifying  information  in 
addition  to  the  required  items  specified 
in  the  previous  paragraph,  such  as  your 


street  address,  phone  number,  or  e-mail 
address,  you  may  request  at  the  top  of 
your  document  that  we  withhold  this 
information  from  public  review. 
However,  we  cannot  guarantee  that  we 
will  be  able  to  do  so. 

Comments  and  materials  we  receive, 
as  well  as  supporting  documentation  we 
used  in  preparing  this  proposed  rule, 
will  be  available  for  public  inspection  at 
http://www.regulations.gov,  or  by 
appointment,  during  normal  business 
hours,  at  the  U.S.  Fish  and  Wildlife 
Service,  Carlsbad  Fish  and  Wildlife 
office  (see  FOR  FURTHER  INFORMATION 
CONTACT). 

You  may  obtain  copies  of  the 
proposed  rule  by  mail  from  the  Carlsbad 
Fish  and  Wildlife  Office  (see  FOR 
FURTHER  INFORMATION  CONTACT)  or  by 

visiting  the  Federal  eRulemaking  Portal 
at  http://www.regulations.gov. 

Background 

It  is  our  intent  to  discuss  only  those 
topics  directly  relevant  to  the 
designation  of  critical  habitat  in  this 
proposed  rule.  This  rule  incorporates 
new  information  on  the  biology, 
distribution,  and  abundance  of 
Ambrosia  pumila  that  we  did  not 
discuss  in  the  2002  final  listing  rule  for 
this  species  (67  FR  44372).  For  more 
information  on  A.  pumila,  refer  to  that 
final  listing  rule,  which  was  published 
in  the  Federal  Register  on  July  2,  2002. 

Previous  Federal  Actions 

Ambrosia  pumila  was  listed  as  an 
endangered  species  on  July  2,  2002  (67 
FR  44372).  Designation  of  critical 
habitat  was  found  to  be  prudent  in  the 
proposed  (64  FR  72993;  December  29, 
1999)  and  final  listing  rules,  but  was 
deferred  due  to  budgetary  constraints 
and  higher  listing  priorities.  The  Center 
for  Biological  Diversity  filed  a 
complaint  in  the  U.S.  District  Court  for 
the  Southern  District  of  California  on 
December  19,  2007,  challenging  failure 
of  the  Service  to  designate  critical 
habitat  for.four  endangered  plants, 
including  A.  pumila  [Center  for 
Biological  Diversity  v.  United  States 
Fish  and  Wildlife,  et  al.,  Case  No.  07- 
CV-2378  NLS).  The  April  11,  2008, 
settlement  agreement  stipulates  that  the 
Service  shall  submit  a  determination  as 
to  whether  it  is  prudent  to  designate 
critical  habitat  for  A.  pumila,  and  if 
prudent,  a  proposed  critical  habitat 
designation  to  the  Federal  Register  for 
publication  on  or  before  August  20, 

2009,  and  submit  a  final  critical  habitat 
designation  to  the  Federal  Register  for 
publication  on  or  before  August  19, 

2010.  In  this  proposed  critical  habitat 
rule,  we  reaffirm  that  determination  of 
critical  habitat  for  A.  pumila  is  prudent. 


However,  we  may  revisit  our  prudency 
determination  following  additional  * 
review  and  consideration  of  information  - 
we  receive  during  the  public  comment 
period. 

Species  Description 

Ambrosia  is  a  genus  comprising  35  to 
50  wind-pollinated  annual  and 
perennial  plant  species  in  the 
Asteraceae  (sunflower)  family.  Members 
of  this  genus  occur  predominantly  in 
the  Western  Hemisphere,  especially 
North  America.  Species  are  generally 
found  in  arid  or  semiarid  areas,  while 
some  are  weeds  of  cultivated  fields  or 
strand  species  of  Pacific  and  Caribbean 
beaches  (Payne  197&J  p.  169). 

Ambrosia  pumila  is  a  clonal 
herbaceous  perennial.  Individual  stems 
are  generally  5  to  30  centimeters  (cm)  (2 
to- 12  inches  (in))  tall,  but  may  grow  to 
50  cm  (20  in),  and  cure  densely  covered 
with  short  hairs.  The  leaves  are  two  to 
four  times  pinnately  divided  into  many 
small  segments  and  are  covered  with 
short,  soft,  gray-white,  appressed  (lying 
flat  on  surface)  hairs.  The  species  has 
separate  male  and  female  flowers  on  the 
same  plant  (monoecious).  The  male 
flowers  have  no  petals,  are  yellow  to 
translucent,  and  are  borne  in  clusters  on 
terminal  flower  stalks.  The  female 
flowers  have  no  petals  and  are 
yellowish-white.  Female  flowers  are  in 
clusters  in  the  axils  of  the  leaves  below 
the  male  flower  clusters  (Nuttall  1840, 
pp.  344-345;  Gray  1882,  p.  217;  Munz 
1935,  p.  544;  Keck  1959,  p.  1103;  Ferris 
1960,  p.  148;  Munz  1974,  p.  112; 
Beauchamp  1986,  p.  94;  Payne  1993,  p. 
194).  Female  flowers  produce  a  dry, 
single-seeded  fruit  called  an  achene. 
References  to  seeds  in  this  document 
refer  to  the  single-seeded  fruits. 

Ambrosia  pumila  spreads  vegetatively 
by  means  of  slender,  branched, 
underground  root-like  rhizomes  from 
which  new  aboveground  stems  (aerial 
stems  or  ramets)  arise  each  year  (Nuttall 
1840,  p.  344;  Munz  1974,  p.  112;  Payne 
1993,  p.  194).  This  growth  pattern 
results  in  numerous  aerial  stems 
interconnected  by  a  system  of  rhizomes, 
called  a  clone.  All  aerial  stems  growing 
from  the  same  root  system  are 
genetically  identical  and  represent  a 
single  individual  A.  pumila  plant 
(called  a  genet)  (Harper  1977,  p.  26). 
Growing  rhizomes  extend  underground 
beyond  the  aboveground  limit  of  the 
aerial  stems  into  adjacent  suitable 
habitat,  allowing  rhizomes  of  adjacent 
individuals  to  intermingle.  The 
underground  interconnections  can  break 
or  disintegrate,  resulting  in  aerial  stems 
that  are  genetically  identical  but 
physically  separate  (McGlaughlin  and 
Friar  2007,  p.  319).  The  extent  to  which 
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rhizomes  are  capable  of  spreading  has 
been  observed  only  in  individuals 
translocated  to  previously  unoccupied 
sites.  For  example,  A.  pumila 
individuals  transplanted  on  the  San 
Diego  National  Wildlife  Refuge  in 
January  2008  were  documented  to 
produce  new  stems  several  inches  away 
within  10  months  [by  November  2008). 
Additionally,  A.  pumila  individuals 
transplanted  in  1997  to  an  unoccupied 
site  at  Pilgrim  Creek  just  south  of 
Marine  Corps  Base  Camp  Pendleton  in 
San  Diego  County  were  documented  to 
produce  new  stems  up  to  70  in  (178  cm) 
from  the  original  stems  within  2  years 
(by  1999)  (Johnson  et  al.  1999,  p.  3). 

Because  of  the  clonal  nature  of 
Ambrosia  pumila’s  growth,  it  is  not 
possible  to  directly  determine  the 
number  of  genetically  distinct  plants 
present  in  an  area  simply  by  counting 
stems  (McGlaughlin  and  Friar  2007,  p. 
320).  McGlaughlin  and  Friar's  (2007,  p. 
323)  analysis  of  clonality  in  A.  pumila 
determined  that  the  aerial  stem-to-genet 
ratio  is  roughly  10-to-l  on  average 
(about  1  genet  for  every  10  aerial  stems 
counted  in  a  patch  (cluster  of  stems)).  A 
patch  constitutes  a  spatially  distinct 
cluster  of  stems  within  an  occurrence, 
whereas  an  occurrence  constitutes  a 
group  of  individuals  separated  from  the 
next  nearest  group  of  individuals  by  a 
distance  greater  than  or  equal  to  0.25 
mile  (mi)  (0.40  kilometer  (km)). 

Habitat 

Ambrosia  pumila  occurs  primarily  on 
upper  terraces  of  rivers  and  drainages 
(Beauchamp  1986,  p.  94;  Johnson  et  al. 

1999,  p.  1;  McGlaughlin  and  Friar  2007, 
p.  321;  California  Natural  Diversity 
Database  data  report  for  A.  pumila  2008 
(CNDDB  2008));  however,  several 
patches  of  the  plant  occur  within  the 
watershed  of  a  large  vernal  (ephemeral) 
pool  in  the  Skunk  Hollow  preserve  in 
Riverside  County  (Dudek  2003,  p.  P-326; 
CNDDB  2008).  Within  these  areas,  the 
species  is  found  in  open  grassland  of 
native  and  nonnative  plant  species,  and 
openings  in  coastal  sage  scrub  (Johnson 
et  al.  1999,  p.  1;  Dudek  2000,  p.  18; 
Dudek  2003,  p.  P-330;  CNDDB  2008), 
and  primarily  on  sandy  loam  or  clay 
soils  (Johnson  et  al.  1999,  p.  1;  Dudek 

2000,  p.  18;  CNDDB  2008;  USDA  2008). 
The  species  may  also  be  found  in 
ruderal  habitat  types  (disturbed 
communities  containing  a  mixture  of 
native  and  nonnative  grasses  and  forbs) 
such  as  fire  fuel  breaks  and  edges  of  dirt 
roadways  (Beauchamp  1986,  p.  94; 
Payne  1993,  p.  194;  CNDDB  2008). 
Nonnative  grassland  and  ruderal  habitat 
types  provide  adequate  habitat  for  A. 
pumila;  however,  nonnative  plants  can 
out-compete  A.  pumila  plants  for 


resources  in  some  situations  if  not 
managed.  Occurrences  are  disjunct 
(generally  1  or  more  miles  (1.6  or  more 
km)  apart)  and  most  locations  have  been 
subjected  to  disturbance  such  as 
nonnative  plant  invasion,  mining 
activities,  development,  grading,  and 
human  encroachment  on  foot,  horses,  or 
vehicles  (CNDDB  2008). 

It'is  unclear  why  Ambrosia  pumila 
consistently  occurs  in  areas  near 
waterways  such  as  upper  terraces  of 
rivers  or  other  water  bodies.  The  areas 
where  the  species  is  found  do  not 
necessarily  provide  high  levels  of  soil 
moisture,  and  A.  pumila  is  adapted  to 
dry  conditions  (Keck  1959,  p.  1103; 
Munz  1974,  p.  112;  Dudek  2000, 
Appendix  A;  CNLM  2008,  p.  18). 
Additionally,  Service  biologists  have 
observed  green  (that  is,  not  desiccated) 
aerial  stem  shoots  of  A.  pumila  after 
small  amounts  of  precipitation  and  after 
other  vegetation  in  the  observed  area 
had  desiccated.  Ambrosia  pumila  may 
require  periodic  flooding  for  dispersal  of 
seeds  and  roots  dislodged  during 
flooding,  seed  germination,  or  some 
other  segment  of  its  life  cycle.  Further, 
areas  subject  to  periodic  flooding  appear 
to  be  less  amenable  to  competing 
nonnative  and  native  plants. 

Life  History 

The  reproductive  biology  of  Ambrosia 
pumila  has  not  been  studied  to  the  same 
extent  as  the  more  common  Ambrosia 
species,  such  as  A.  artemisiifolia 
(common  ragweed)  and  A.  trifida  (giant 
ragweed)  (Dudek  2000,  p.  16).  Thus, 
little  is  known  about  its  pollination 
system,  seed  production,  seed  dispersal, 
and  germination  (Dudek  2000,  p.  16; 
Dudek  2003,  p.  P-331;  McGlaughlin  and 
Friars  2007,  p.  320). 

Aerial  stems  of  Ambrosia  pumila 
sprout  from  their  underground  rhizomes 
in  early  spring  after  winter  rains,  and 
flower  between  May  and  October  (Keck 
1959,  p.  1103).  Recently,  however, 
Service  biologists  observed  aerial  stems 
sprouting  under  dry  conditions  in  late 
fall  (Folarin  2008,  pers.  comm.).  The 
plants  senesce  after  the  growing  season, 
leaving  the  root  system  in  place  from 
which  new  aerial  stems  may  sprout 
when  environmental  conditions  are 
appropriate  (Keck  1959,  p.  1103). 

Ambrosia  pumila  is  presumed  to  be 
wind-pollinated  because  most  other 
species  of  Ambrosia  are  wind- 
pollinated,  and  because  biological 
pollinators  have  not  been  observed 
visiting  A.  pumila  flowers  (Johnson  et 
al.  1999,  p.  4;  Dudek  2000,  p.  16;  Dudek 
2003,  p.  P-331).  Alternatively, 
pollinator(s)  of  A.  pumila  may  have 
been  extirpated  (Dudek  2003,  p.  P-331). 
The  species  is  presumed  to  be  capable 


of  self-pollination  and  of  being  self- 
fertile  (i.e.,  self-compatible,  where 
pollen  from  an  individual  plant  can 
fertilize  an  Ovule  on  the  same  plant, 
resulting  in  production  of  viable  seed) 
because  other  species  of  Ambrosia  are 
capable  of  self-pollination  (Payne  1976, 
pp.  171-172).  The  configuration  of  the 
male  flowers  in  relation  to  the  female 
flowers  also  implies  opportunity  for 
self-pollination  (Dudek  2000,  p.  16). 
However,  studies  are  needed  to 
determine  whether  viable  seed  is 
produced  through  self-pollination  in 
this  species  (Johnson  et  al.  1999,  p.  4; 
Dudek  2000,  p.  16;  Dudek  2003,  p.  P- 
332;  McGlaughlin  and  Friars  2007,  p. 
329). 

Ambrosia  pumila  is  thought  to  have 
limited  sexual  reproductive  output  due 
to  low  production  of  viable  seed 
(Johnson  et  al.  1999,  pp.  1-5;  Dudek 
2000,  pp.  16-17;  Dudek  2003,  pp.  P- 
331-P-332).  Low  seed  production  in  this 
species  is  inferred  by  the  lack  of  fertile 
fruits  on  all  but  a  few  preserved  A. 
pumila  museum  specimens  (Wallace 
1999,  pers.  comm.),  and  field  observers 
have  found  seed  production  in  A. 
pumila  to  be  low  (Dudek  2000,  p.  17; 
Dudek  2003,  p.  P-332).  Specific 
germination  requirements  of  A.  pumila 
seed  are  unknown.  A  1998  germination 
study  using  22  A.  pumila  seeds  of 
unknown  viability  collected  from  3  sites 
at  Mission  Trails  Regional  Park  did  not 
result  in  any  germination  of  seedlings 
(Dudek  2000,  Appendix  B).  The  lack  of 
germination  could  have  been  due  to  the 
seeds  being  nonviable  or  to 
inappropriate  germination  conditions. 
Regardless  of  what  proportion  of  A. 
pumila  seeds  are  viable,  low  seed 
production  implies  that  little  sexual 
reproduction  is  occurring  in  this 
species.  Low  levels  of  sexual 
reproduction  is  not  an  unusual 
condition  in  clonal  plant  species 
(Sackville  et  al.  1987,  p.  54).  This 
reduced  sexual  reproduction  may 
negatively  impact  the  ability  of  the 
species  to  adapt  to  rapid  environmental 
change  or  environmental  change  over 
the  long  term,  which  is  especially 
deleterious  to  a  rare  species  with 
disjunct  occurrences  such  as  A.  pumila 
(Dudek  2000,  p.  17;  Dudek  2003,  p.  P- 
332). 

The  dispersal  strategy  of  Ambrosia 
pumila  is  unknown.  Ambrosia  pumila 
seeds  lack  structures  that  facilitate 
dispersal  by  wind  or  passing  animals 
(Nuttall  1840,  p.  344;  Payne  1993,  p. 
194).  The  species  may  depend  on 
periodic  flooding  of  nearby  waterways 
for  dispersal  of  seeds  and  rhizomes  that 
can  produce  new  aerial  stems  (Dudek 
2003,  p.  P-332).  The  longevity  of 
individual  plants  is  also  unknown, 
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although  plants  with  clonal  growth 
patterns  tend  to  be  long-lived 
(Watkinson  and  White  1985,  pp.  44-45; 
Tanner  2001,  p.  1980).  Finally,  the 
longevity  of  seeds  and  potential  for 
buried  seed  banks  to  develop  in  the  soil 
is  unknown. 

Genetics 

Little  is  known  about  genetic  diversity 
or  genetic  distribution  of  Ambrosia 
pumila  across  its  range.  McGlaughlin 
and  Friar  (2007)  conducted  a  genetic 
study  of  A.  pumila  to  address 
conservation  and  management  of  the 
species.  They  found  that  each 
population  they  examined  contained 
multiple  genetically  distinct 
individuals,  but  no  individuals  that 
occurred  in  more  than  one  population. 
Therefore,  they  concluded  that  in  order 
to  maintain  a  level  of  genetic  diversity 
capable  of  responding  to  variable 
ecological  conditions,  conservation  of 
the  species  should  involve  the 
protection  and  maintenance  of  as  many 
populations  of  A.- pumila  as  possible 
(McGlaughlin  and  Friar  2007,  pp.  319 
and  329). 

Geographic  Range  and  Status 

Ambrosia  pumila  is  distributed  in 
southern  California  from- northwestern 
Riverside  County,  south  through 
western  San  Diego  County,  to 
northwestern  Baja  California,  Mexico 
(CNDDB  2008).  It  is  generally  found  at 
or  below  elevations  of  1600  feet  (ft)  (487 
meters  (m))  in  Riverside  County,  and 
600  ft  (183  m)  in  San  Diego  County 
(CNDDB  2008).  When  listed  as 
endangered  under  the  Act  in  2002, 15 
occurrences  of  A.  pumila  were  known 
in  the  United  States:  3  in  Riverside 
County  and  12  in  San  Diego  County  (67 
FR  44372;  July  2,  2002).  As  noted 
previously,  the  term  “occurrence”  as 
used  in  this  proposed  critical  habitat 
rule  is  defined  as  one  or  more  A.  pumila 
plants  more  than  0.25  mi  (0.40  km)  from 
another  individual  or  group  of 
individuals  (Bittman  2002,  in  litt.).  More 
than  80  percent  of  the  occupied  sites 
identified  in  the  final  listing  rule  were 
concentrated  in  the  following  6  areas: 

•  Near  Alberhill  about  2.1  mi  (3.5  km) 
to  the  northwest  of  the  Nichols  Road 
site  in  Riverside  County; 

•  Along  Nichols  Road  in  the  City  of 
Lake  Elsinore,  Riverside  County; 

•  Near  the  Skunk  Hollow  vernal  pool 
in  southwestern  Riverside  County; 

•  Adjacent  to  State  Route  76  in 
northern  San  Diego  County; 

•  Mission  Trails  Regional  Park,  in  the 
City  of  San  Diego,  San  Diego  County; 
and 


•  San  Diego  National  Wildlife  Refuge 
near  the  unincorporated  community  of 
Jamul  in  southern  San  Diego  County. 

According  to  information  used  to 
develop  the  final  listing  rule  (67  FR 
44372;  July  2,  2002),  roughly  44  ac  (18 
ha))  of  habitat  in  San  Diego  County  was 
occupied  by  this  species  in  12 
occurrences.  This  habitat  estimate  only 
includes  areas  where  A.  pumila  stems 
were  found  in  the  5  to  10  years  prior  to 
listing  in  2002.  Similar  area  estimate 
data  were  unavailable  for  the  3 
occurrences  in  Riverside  County. 

Since  this  species  was  listed,  one 
occurrence  was  identified  in  Riverside 
County  about  1  mile  (1.6  km)  south  of 
Skunk  Hollow  along  San  Diego 
aqueduct,  from  a  survey  report  (AMEC 
2006,  pp.  12-13;  CNDDB  2008),  and  one 
occurrence  was  identified  in 
unincorporated  San  Diego  County  on 
the  west  side  of  State  Route  76,  south  of 
Olive  Hill  Road  (see  “Criteria  Used  to 
Identify  Critical  Habitat”  below).  Also 
since  listing,  we  determined  that  one 
occurrence,  on  the  west  side  of 
Interstate  15  just  north  of  Lake  Hodges 
and  south  of  Via  Rancho  Parkway  in 
San  Diego  County,  previously  identified 
as  extirpated  or  not  viable  in  the  final 
listing  rule  is  now  extant  and  viable. 

The  documented  range  of  Ambrosia 
pumila  in  Mexico  at  the  time  of  listing 
extended  from  Cabo  Colonet  south  to 
Lake  Chapala  in  north-central  Baja 
California,  Mexico  (Burrascano  and 
Hogan  1996,  p.  8).  Two  of  these  three 
occurrences  were  confirmed  by  David 
Hogan,  formerly  with  the  Southwest 
Center  for  Biological  Diversity  (now 
Center  for  Biological  Diversity),  and 
Cindy  Burrascano  of  the  California 
Native  Plant  Society  (CNPS),  San  Diego 
Chapter  (Burrascano  and  Hogan  1996,  p. 
8).  Although  additional  occurrences 
may  have  existed  in  Baja  California,  the 
species  was  not  considered  to  be 
widespread  at  the  time  of  listing  due  to 
the  lack  of  appropriate  habitat  and 
impacts  from  agriculture  and  urban 
development,  especially  near  the  coast 
(Burrascano  and  Hoganl996,  p.  8). 

All  currently  known  occurrences  are 
believed  to  have  been  present  at  the 
time  of  listing  because  plants  with 
clonal  growth  patterns  tend  to  be  long- 
lived  (Watkinson  and  White  1985,  pp. 
44-45;  Tanner  2001,  p.  1980).  Although 
stems  may  die  and  portions  of  the 
rhizome  may  disintegrate  over  time, 
except  under  extreme  conditions 
enough  of  the  rhizome  survives  from 
one  growing  season  to  the  next  to 
support  continued  growth  of  an 
individual  plant.  Also,  because  the 
plants  produce  very  few  if  any  seeds, 
the  ability  of  the  plant  to  disperse  into 
and  colonize  previously  unoccupied 


areas  is  diminished.  Since  this  species 
was  listed,  no  additional  occurrences 
were  documented  in  Mexico;  the 
occurrences  along  the  west  coast  of  Baja 
California  between  Cabo  Colonet  and 
the  U.S.-Mexico  border  are  rapidly 
disappearing  due  to  recreational 
development  and  agriculture  (Dudek 
2003,  p.  P-330). 

Critical  Habitat 

Background 

Critical  habitat  is  defined  in  section 
3(5)(A)  of  the  Act  as: 

(1)  The  specific  areas  within  the 
geographical  area  occupied  by  the 
species,  at  the  time  it  is  listed  in 
accordance  with  the  provisions  of 
section  4  of  the  Act,  on  which  are  found 
those  physical  or  biological  features 

(a)  Essential  to  the  conservation  of  the 
species,  and 

(b)  Which  may  require  special 
management  considerations  or 
protection;  and 

(2)  Specific  areas  outside  the 
geographical  area  occupied  by  the 
species  at  the  time  it  is  listed,  upon  a 
determination  by  the  Secretary  of  the 
Interior  that  such  areas  are  essential  for 
the  conservation  of  the  species. 

Conservation,  as  defined  under 
section  3  of  the  Act,  means  the  use  of 
all  methods  and  procedures  that  are 
necessary  to  bring  an  endangered  or 
threatened  species  to  the  point  at  which 
the  measures  provided  pursuant  to  the 
Act  are  no  longer  necessary.  Such 
methods  and  procedures  include,  but 
are  not  limited  to,  all  activities 
associated  with  scientific  resources 
management  such  as  research,  census, 
law  enforcement,  habitat  acquisition 
and  maintenance,  propagation,  live 
trapping  and  transplantation,  and  in  the 
extraordinary  case  where  population 
pressures  within  a  given  ecosystem 
cannot  otherwise  be  relieved,  may 
include  regulated  taking. 

Critical  habitat  receives  protection 
under  section  7  of  the  Act  through  the 
prohibition  against  Federal  agencies 
carrying  out,  funding,  or  authorizing 
activities  that  result  in  the  destruction 
or  adverse  modification  of  critical 
habitat.  Section  7(a)(2)  requires 
consultation  on  Federal  actions  that 
may  affect  critical  habitat.  The 
designation  of  critical  habitat  does  not 
affect  land  ownership  or  establish  a 
refuge,  wilderness,  reserve,  preserve,  or 
other  conservation  area.  Such 
designation  does  not  allow  the 
government  or  public  to  access  private 
lands.  Such  designation  does  not 
require  implementation  of  restoration, 
recovery,  or  enhancement  measures  by 
the  landowner.  Where  a  landowner 
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seeks  or  requests  F ederal  agency 
funding  or  authorization  for  an  activity 
that  may  affect  a  listed  species  or 
critical  habitat,  the  consultation 
requirements  of  section  7(a)(2)  would 
apply,  but  even  in  the  event  of  a  • 
destruction  or  adverse  modification 
finding,  the  Federal  action  agency’s  and 
the  applicant’s  obligation  is  not  to 
restore  or  recover  the  species,  but  to 
implement  reasonable  and  prudent 
alternatives  to  avoid  destruction  or 
adverse  modification  of  critical  habitat. 

To  be  considered  for  inclusion  in  a 
critical  habitat  designation,  habitat 
within  the  geographical  area  occupied 
by  the  species  at  the  time  of  listing  must 
contain  physical  and  biological  features 
that  are  essential  to  the  conservation  of 
the  species,  and  be  included  only  if 
those  features  may  require  special 
management  considerations  or 
protection.  Critical  habitat  designations 
identify,  to  the  extent  known  using  the 
best  scientific  data  available,  habitat 
areas  that  provide  essential  life  cycle 
needs  of  the  species;  that  is,  areas  on 
which  the  physical  and  biological 
features  are  found  laid  out  in  the 
appropriate  quantity  and  spatial 
arrangement  essential  to  the 
conservation  of  the  species.  Under  the 
Act  and  regulations  at  50  CFR  424.12, 
we  cam  designate  as  critical  habitat  areas 
outside  the  geographical  area  occupied 
by  the  species  at  the  time  it  is  listed 
only  when  we  determine  that  those 
areas  are  essential  for  the  conservation 
of  the  species  and  that  designation 
limited  to  those  areas  occupied  at  the 
time  of  listing  would  be  inadequate  to 
ensure  the  conservation  of  the  species. 

Section  4  of  the  Act  requires  tnat  we 
designate  critical  habitat  on  the  basis  of 
the  best  scientific  and  commercial  data 
available.  Further,  our  Policy  on 
Information  Standards  Under  the 
Endangered  Species  Act  (published  in 
the  Federal  Register  on  July  1, 1994  (59 
FR  34271)),  the  Information  Quality  Act 
(section  515  of  the  Treasury  and  General 
Government  Appropriations  Act  for 
Fiscal  Year  2001  (Pub.  L.  106-554;  H.R. 
5658)),  and  our  associated  Information 
Quality  Guidelines,  provide  criteria, 
establish  procedures,  and  provide 
guidance  to  ensure  that  our  decisions 
are  based  on  the  best  scientific  data 
available.  They  require  our  biologists,  to 
the  extent  consistent  with  the  Act  and 
with  the  use  of  the  best  scientific  data 
available,  to  use  primary  and  original 
sources  of  information  as  the  basis  for 
recommendations  to  designate  critical 
habitat. 

When  we  are  determining  which  areas 
should  be  proposed  as  critical  habitat, 
our  primary  source  of  information  is 
generally  the  information  developed 


during  the  listing  process  for  the 
species.  Additional  information  sources 
may  include  the  recovery  plan  for  the 
species,  articles  in  peer-reviewed 
journals,  conservation  plans  developed 
by  States  and  counties,  scientific  status 
surveys  and  studies,  biological 
assessments,  or  other  unpublished 
materials  and  expert  opinion  or 
personal  knowledge. 

Habitat  is  dynamic,  and  species  may 
move  from  one  area  to  another  over 
time.  We  recognize  that  climate  change 
may  cause  changes  in  the  arrangement 
of  occupied  habitat  patches.  Current 
climate  change  predictions  for  terrestrial 
areas  in  the  Northern  Hemisphere 
indicate  warmer  air  temperatures,  more 
intense  precipitation  events,  and 
increased  summer  continental  drying 
(Field  et  al.  1999,  pp.  1-3;  Hayhoe  et  al. 
2004,  p.  12422;  Cayan  et  al.  2005,  p.  6; 
Intergovernmental  Panel  on  Climate 
Change  2007,  p.  11).  However, 
predictions  of  climatic  conditions  for 
smaller  subregions  such  as  California 
remain  uncertain.  It  is  unknown  at  this 
time  if  climate  change  in  California  will 
result  in  a  warmer  trend  with  localized 
drying,  higher  precipitation  events,  or 
other  effects.  Thus,  the  information 
currently  available  on  the  effects  of 
global  climate  change  and  increasing 
temperatures  does  not  make  sufficiently 
precise  estimates  of  the  location  and 
magnitude  of  the  effects,  so  we  are 
unable  to  determine  what,  if  any, 
additional  areas  would  be  needed. 
However,  we  recognize  that  critical 
habitat  designated  at  a  particular  point 
in  time  may  not  include  all  of  the 
habitat  areas  that  we  may  later 
determine  are  necessary  for  the  recovery 
of  the  species.  For  these  reasons,  a 
critical  habitat  designation  does  not 
signal  that  habitat  outside  the 
designated  critical  habitat  area  is 
unimportant  or  may  not  be  required  for 
recovery  of  the  species. 

Areas  that  are  important  to  the 
conservation  of  the  species,  but  are 
outside  the  critical  habitat  designation, 
will  continue  to  be  subject  to 
conservation  actions  implemented 
under  section  7(a)(1)  of  the  Act.  Areas 
that  support  populations  are  also  subject 
to  the  regulatory  protections  afforded  by 
the  section  7(a)(2)  jeopardy  standard,  as 
determined  on  the  basis  of  the  best 
available  scientific  information  at  the 
time  of  the  agency  action.  Federally 
funded  or  permitted  projects  affecting 
listed  species  outside  their  designated 
critical  habitat  areas  may  still  result  in 
jeopardy  findings  in  some  cases. 
Similarly,  critical  habitat  designations 
made  on  the  basis  of  the  best  available 
information  at  the  time  of  designation 
will  not  control  the  direction  and 


substance  of  future  recovery  plans,  :• 
habitat  conservation  plans  (HCPs),  or 
other  species  conservation  planning 
efforts  if  information  available  at  the 
time  of  these  planning  efforts  calls  for 
a  different  outcome. 

Physical  and  Biological  Features 

In  accordance  with  section  3(5)(A)(i) 
of  the  Act  and  regulations  at  50  CFR 
424.12,  in  determining  which  areas 
within  the  geographical  area  occupied 
by  the  species  at  the  time  of  listing  to 
propose  as  critical  habitat,  we  consider 
the  physical  and  biological  features  that 
are  essential  to  the  conservation  of  the 
species  and  that  may  require  special 
management  considerations  or 
protection.  Those  features  are  the 
primary  constituent  elements  (PCEs) 
laid  out  in  the  appropriate  quantity  and 
spatial  arrangement  for  the  conservation 
of  the  species.  The  PCEs  include,  but  are 
not  limited  to: 

(1)  Space  for  individual  and 
population  growth  and  for  normal 
behavior; 

(2)  Food,  water,  air,  light,  minerals,  or 
other  nutritional  or  physiological 
requirements; 

(3)  Cover  or  shelter; 

(4)  Sites  for  breeding,  reproduction, 
and  rearing  (or  development)  of 
offspring;  and 

(5)  Habitats  that  are  protected  from 
disturbance  or  are  representative  of  the 
historical,  geographical,  and  ecological 
distributions  of  a  species. 

Little  is  known  about  the  habitat 
specificity  and  characteristics  of  this 
species.  Therefore,  the  PCEs  for 
Ambrosia  pumila  are  based  on  our 
assessment  of  the  ecosystem  settings  in 
which  the  species  has  most  frequently 
been  detected. 

Space  for  Individual  and  Population 
Growth  and  for  Normal  Behavior 

Clonal  Growth— Rhizome  Spread  and 
New  Aerial  Stems 

Individual  Ambrosia  pumila  plants 
spread  by  underground  rhizomes  to 
produce  a  group  of  genetically  identical 
aerial  stems — a  clone.  Growing 
rhizomes  extend  underground  beyond 
the  extent  of  the  aerial  stems  into 
adjacent  suitable  habitat,  and  rhizomes 
of  adjacent  plants  likely  intermingle  to 
a  degree.  The  distance  rhizomes  extend 
beyond  the  standing  aerial  stems  is 
difficult  to  measure  because  of  the 
difficulty  in  investigating  an  intact, 
underground  rhizome  system. 

The  extent  and  configuration  of  the 
visible  portion  (aerial  stems)  of  A. 
pumila  patches  can  change  from  one 
growing  season  to  the  next  (Martin 
2005,  p.  3;  City  of  San  Diego  2008a,  p. 
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1).  For  example,  see  Figure  4  in  Martin 
2005,  in  which  patches  of  A.  pumila  are 
shown  to  change  in  shape  and  size  (up 
to  several  square  meters)  from  2000  to 
2005,  with  some  patches  not  producing 
any  stems  in  2005  (some  of  the  patches 
that  did  not  produce  stems  in  2005  were 
observed  to  produce  stems  in  2008 
(Folarin  2008,  pers.  comm.)).  These 
changes  in  patch  size  and  shape  are 
perhaps  due  to  differences  in  available 
moisture  or  competition  from  other 
plants  (Martin  2005,  p.  3;  City  of  San 
Diego  2008a,  p.  1).  Based  on  these  and 
other  observations,  we  conclude  that  the 
rhizome  system  of  a  group  of  A.  pumila 
stems  likely  occupies  a  greater 
underground  area  than  occupied  by  the 
stems  above  ground  at  any  given  time, 
with  aerial  stems  produced  only  where 
conditions  are  appropriate.  Thus,  to 
ensure  that  a  habitat  area  does  not 
exclude  unseen  underground  portions 
of  A.  pumila  plants,  the  area  needs  to 
include  additional  surface  area  beyond 
the  visible  surface  area  covered  by  the 
aerial  stems. 

Germination  of  Seeds  and  Spread  of 
Seedlings 

It  is  unclear  to  what  extent  and  with 
what  frequency  Ambrosia  pumila 
reproduces  by  seed.  Presuming  at  least 
low  rates  of  sexual  reproduction,  space 
is  needed  for  new  plants  to  germinate, 
grow,  and  spread.  However,  we  are  not 
aware  of  any  research  that  would 
provide  the  information  needed  to 
assess  the  species’  germination  and 
seedling  needs. 

Food,  Water,  Air,  Light,  Minerals,  or 
Other  Nutritional  or  Physiological 
Requirements 

Water 

Specific  water  needs  of  the  species  are 
unknown.  Ambrosia  pumila  is  adapted 
to  dry  conditions  which  occur  annually 
throughout  its  range  (Keck  1959,  p. 

1103;  Munz  1974,  p.  112;  Dudek  2000, 
Appendix  A;  CNLM  2008,  p.  18). 

Service  biologists  have  observed  green 
(not  desiccated)  aerial  stem  shoots’after 
small  amounts  of  precipitation  and  after 
annual  vegetation  in  the  area  had 
desiccated,  implying  that  either  A. 
pumila  requires  less  water  than  other 
grassland  plants,  that  the  underground 
perennial  rhizome  system  has  some 
capacity  to  store  enough  water  to 
sustain  growth,  or  both  (Folarin  2008, 
pers.  comm.).  Additionally,  we  believe 
that  periodic  flooding  may  be  necessary 
to  some  segment  of  the  plant’s  life 
history  (such  as  seed  germination, 
dispersal  of  seeds  and  rhizomes)  or  to 
maintain  some  essential  aspect  of  its 
habitat,  because  of  the  indicator  that  the 


plant  is  always  found  oil  river  terraces 
or  within  the  watersheds  of  vernal 
pools. 

Light 

Ambrosia  pumila  is  limited  to  open  or 
low-growing  plant  communities,  which 
implies  that  the  species  is  not  shade- 
tolerant  (Dudek  2000,  pp.  18-19). 
Ambrosia  pumila  stems  amid  taller 
vegetation  obtain  adequate  sunlight  by 
growing  taller  (etiolation)  and  more 
slender  compared  to  those  in  more  open 
areas  (Dudek  2000,  p.  19),  which  also 
implies  the  species  is  not  shade- 
tolerant. 

Soil 

.  Ambrosia  pumila  is  found  primarily 
on  sandy  loam  or  clay  soils  including 
(but  not  limited  to)  the  Placentia  (sandy 
loam),  Diablo  (clay),  and  Ramona  (sandy 
loam)  series  (Dudek  2000,  Appendix  A; 
CNDDB  2008).  These  soil  types  likely 
are  particularly  conducive  to  the  growth 
and  persistence  of  A.  pumila  because  it 
is  rarely  found  growing  on  other 
substrate  types  (such  as  gravel). 

Chemical  soil  attributes  and  other 
abiotic  and  biotic  characteristics  have 
been  measured  and  documented  for 
Ambrosia  pumila  occurrences  at  Skunk 
Hollow  (Riverside  County),  and  Mission 
Trails  Regional  Park  and  San  Diego 
National  Wildlife  Refuge  (San  Diego 
County)  (Dudek  2000,  Appendix  A; 
CNLM  2008,  pp.  6-7, 12,  and  18), 
including  pH,  percent  organic  matter, 
soil  moisture,  and  elemental 
composition.  These  measurements  did 
not  provide  consistent  results  across  the 
range  of  the  species;  thus,  we  are  unable 
to  make  generalizations  as  to  needs  of 
the  species  as  far  as  soil  attributes  are 
concerned. 

Temperature 

We  have  seen  no  reports  of  data  on 
the  tolerance  of  Ambrosia  pumila  to 
climatic  extremes.  Temperature  is 
thought  to  potentially  play  a  role  in 
inducing  (or  prohibiting)  seed 
germination  (Johnson  1999,  p.  5), 
although  there  is  limited  information  at 
this  time  as  to  whether  this  species 
reproduces  via  seed. 

Sites  for  Breeding,  Reproduction,  or 
Rearing  (or  Development)  of  Offspring 

As  stated  above  under  the  “Life 
History”  section,  little  is  known  about 
sexual  reproduction  in  Ambrosia 
pumilp.  Because  occurrences  are 
consistently  found  on  the  upper  terraces 
of  rivers  and  other  waterways,  periodic 
flooding  of  these  waterways  likely  plays 
or  likely  has  played  a  role  in  the  life 
history  of  the  plant.  For  example, 
Johnson  (1999,  p.  5)  postulated  that  A. 


pumila  seeds  may  require  soaking  in 
flood  waters  or  scarification  as  they  are 
churned  about  with  debris  in  flood 
waters  to  germinate.  Additionally,  A. 
pumila  may  depend  on  floods  to 
disperse  rhizomes  and  seeds  (Dudek 
2003,  p.  P-332)  and  to  create  space  for 
new  stems  by  removing  or  limiting  the 
growth  of  competitors. 

Presuming  Ambrosia  pumila  is  wind- 
pollinated,  as  discussed  in  the  “Life 
History”  section  above,  the  species 
requires  sufficient  airflow  through 
inflorescences  to  pick  up  and  carry 
pollen  (McGlaughlin  and  Friars  2007,  p. 
329).  This  is  another  reason  (in  addition 
to  not  being  shade-tolerant)  that  A. 
pumila  may  require  habitat  containing 
primarily  low-growing  plants — low- 
growing  plants  do  not  block  or 
dramatically  reduce  airflow  to  plants  of 
A.  pumila’s  stature,  which  is  generally 
less  than  12  in  (30  cm)  tall 
(McGlaughlin  and  Friars  2007,  p.  329). 

Ambrosia  pumila  is  presumed  to  be 
self-compatible  (an  individual  can 
produce  viable  seed  using  its  own 
pollen),  but  this  aspect  of  the  species’ 
reproductive  strategy  has  not  been  well 
examined.  In  a  recent  study,  another 
Ambrosia  species  previously  thought  to 
be  self-compatible  was  found  not  to  be 
self-compatible  (Friedman  and  Barrett 
2008,  p.  4).  If  A.  pumila  likewise  is  not 
self-compatible,  genetically  distinct 
individuals  in  close  proximity  to  one 
another  may  be  crucial  to  maintaining 
sexual  reproduction  in  the  species 
(McGlaughlin  and  Friars  2007,  p.  329). 

Habitats  Protected  from  Disturbance  or 
Representative  of  the  Historical, 
Geographical,  and  Ecological 
Distributions  of  the  Species 

Ambrosia  pumila  occurs  most 
frequently  on  upper  terraces  of  rivers 
(flat  or  gently  sloping  areas  of  0  to  42 
percent  slopes  are  typical  for  terraces  on 
which  A.  pumila  occurrences  are  found, 
near,  but  not  directly  adjacent  to,  the 
river  channel)  and  other  drainages  in 
western  Riverside  County,  western  San 
Diego  County,  and  northwestern  Baja 
California  (Beauchamp  1986,  p.  94; 
Johnson  et  al.  1999,  p.  1;  McGlaughlin 
and  Friar  2007,  p.  321;  CNDDB  2008). 
These  areas  are  or  have  been  associated 
with  a  natural  flood  disturbance  regime. 
The  species  is  primarily  associated  with 
grassland  and  ruderal  communities,  and 
openings  in  coastal  sage  scrub  (Johnson 
et  al.  1999,  p.  1;  Dudek  2000,  p.  18; 
Dudek  2003,  p.  P-330;  CNDDB  2008).  In 
Riverside  County,  A.  pumila  occurs  in 
ruderal  and  nonnative  grassland 
communities  adjacent  to  creeks  and 
other  smaller  drainages  (for  example, 
Temescal  (Alberhill)  Creek  and  Santa 
Gertrudis  Creek)  (Dudek  2003,  p.  P-326; 
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CNDDB  2008).  Ambrosia  pumila  also 
occurs  in  nonnative  grassland 
community  adjacent  to  and  within  the 
watershed  of  Skunk  Hollow  vernal  pool 
in  Riverside  County  (Dudek  2003,  p.  P- 
326;  CNDDB  2008).  In  San  Diego 
County,  A.  pumila  is  more  often  found 
adjacent  to  larger  waterways  (for 
example,  San  Luis  Rey  River,  San  Diego 
River,  and  Sweetwater  River),  although 
the  species  is  also  often  found 
associated  with  smaller  drainages  and 
washes  (CNDDB  2008). 

Occurrences  in  Riverside  County  are 
found  at  much  higher  elevation  than  in 
San  Diego  County.  For  example,  the 
occurrence  at  Skunk  Hollow  in 
Riverside  County  is  1,350  ft  (411  m) 
above  sea  level,  while  the  occurrences  at 
Mission  Trails  Regional  Park  and  San 
Diego  National  Wildlife  Refuge  in  San 
Diego  County  are  about  315  ft  and  360 
ft  (96  m  and  110  m)  above  sea  level, 
respectively  (CNLM  2008,  p.  7)). 

The  documented  range  of  Ambrosia 
pumila  in  Mexico  at  the  time  of  listing 
extended  from  Cabo  Colonet  south  to 
Lake  Chapala  in  north-central  Baja 
California.  We  have  no  information 
regarding  additional  occurrences  in 
Mexico,  or  the  physical  and  biological 
features  essential  to  the  conservation  of 
the  species  there. 

Primary  Constituent  Elements  for  _ 
Ambrosia  pumila 

Under  the  Act  and  its  implementing 
regulations,  we  are  required  to  identify 
the  known  physical  and  biological 
features,  called  primary  constituent 
elements  (PCEs),  within  the 
geographical  area  occupied  by  Ambrosia 
pumila  at  the  time  of  listing  that  are 
essential  to  the  conservation  of  the 
species  and  which  may  require  special 
management  considerations  or 
protection.  Again,  the  physical  and 
biological  features  are  those  PCEs  laid 
out  in  a  specific  spatial  arrangement  and 
quantity  determined  to  be  essential  to 
the  conservation  of  the  species.  Because 
not  much  is  known  about  the  specific 
needs  and  characteristics  of  this  species, 
the  PCEs  are  based  on  observed  traits  of 
the  habitat  types  in  which  the  species  is 
most  often  found.  All  areas  we  are 
proposing  as  critical  habitat  for  A. 
pumila  were  occupied  at  the  time  the 
species  was  listed,  occur  within  the 
species’  historical  geographic  range,  and 
contain  physical  and  biological  features 
to  support  at  least  one  life-history 
function. 

Based  on  the  above  needs  and  our 
current  knowledge  of  the  life  history, 
biology,  and  ecology  of  Ambrosia 
pumila,  and  the  characteristics  of  the 
areas  where  the  species  is  known  to 


occur,  we  have  identified  two  PCEs  for 
A.  pumila: 

1.  Sandy  loam  or  clay  soils  (regardless 
of  disturbance  status),  including  (but 
not  limited  to)  the  Placentia  (sandy 
loam),  Diablo  (clay),  and  Ramona  (sandy 
loam)  soil  series  that  occur  on  near  (but 
not  directly  adjacent  to)  a  river,  creek, 
or  other  drainage,  or  within  the 
watershed  of  a  vernal  pool,  and  that 
occur  on  an  upper  terrace  (flat  or  gently 
sloping  areas  of  0  to  42  percent  slopes 
are  typical  for  terraces  on  which  A. 
pumila  occurrences  are  found). 

2.  Grassland  or  ruderal  habitat  types, 
or  openings  within  coastal  sage  scrub, 
on  the  soil  types  and  topography 
described  in  PCE  1,  that  provide 
adequate  sunlight,  and  airflow  for  wind 
pollination. 

Based  on  our  current  knowledge  of 
the  needs  of  the  species,  we  believe  the 
need  for  space  for  individual  and 
population  growth  and  normal  behavior 
is  met  by  PCE  2,  and  areas  for 
reproduction,  water,  light,  and  soil  are 
provided  by  PCEs  1  and  2.  These  areas 
provide  nutrients,  moisture,  and 
proximity  to  water  features  that  provide 
periodic  flooding  presumed  necessary 
for  the  plant’s  persistence. 

With  this  proposed  designation  of 
critical  habitat,  we  intend  to  conserve 
the  physical  and  biological  features  that 
are  essential  to  support  the  life-history 
functions  that  are  the  basis  for  the 
proposal.  All  \mits  and  subunits 
proposed  in  this  rule  as  critical  habitat 
contain  sufficient  PCEs  in  the 
appropriate  quantity  and  spatial 
arrangement  to  provide  for  one  or  more 
of  the  life-history  functions  of  A. 
pumila. 

We  are  soliciting  public  comment  for 
information  to  help  us  more  specifically 
identify  PCEs  and  essential  habitat  for 
Ambrosia  pumila.  There  is  a  lack  of 
available  information  regarding  what 
constitutes  essential  habitat  for  this 
species.  Additionally,  the  available 
information  does  not  identify  a 
consistent  pattern  in  specific  life-history 
requirements  and  habitat  types  where 
Ambrosia  pumila  is  found.  For  these 
reasons,  the  PCEs  in  this  proposed  rule 
are  broad  and  based  on  our  assessment 
of  the  ecosystem  settings  in  which  the 
species  has  most  frequently  been 
detected  and  speculation  regarding  its 
life  history.  We  specifically  seek 
information  that  may  assist  us  in 
defining  those  physical  and  biological 
features  essential  to  the  conservation  of 
the  species  which  may  require  special 
management  considerations  or 
protection,  or  in  identifying  specific 
areas  outside  the  geographical  area 
occupied  by  the  species  at  the  time  it 
was  listed  that  may  be  essential  to  the 


conservation  of  the  species  (see 
questions  2  and  3  in  the  Public 
Comments  section). 

Special  Management  Considerations  or 
Protection 

When  designating  critical  habitat,  we 
assess  whether  the  physical  and 
biological  features  within  the 
geographical  area  occupied  by  the 
species  at  the  time  of  listing  contain 
features  that  are  essential  to  the 
conservation  of  the  species  and  that  may 
require  special  management 
considerations  or  protection.  All  areas 
proposed  for  designation  as  critical 
habitat  will  require  some  level  of 
management  to  address  the  current  and 
future  threats  to  the  physical  and 
biological  features  essential  to  the 
conservation  of  Ambrosia  pumila.  In  all 
units,  special  management  will  be. 
required  to  ensure  that  the  habitat  is 
able  to  provide  for  the  growth  ana 
reproduction  of  the  species. 

Researchers  estimate  that  Ambrosia 
pumila  historically  was  known  from 
over  50  locations  in  San  Diego  and 
Riverside  Counties,  but  the  number  of 
extant  occurrences  has  been 
dramatically  reduced  as  much  of  its 
habitat  has  been  impacted  by  human 
activities  (Burrascano  and  Hogan  1997, 
p.  7;  Dudek  2000,  p.  17;  CNDDB  2008). 

A  detailed  discussion  of  threats  to  A. 
pumila  and  its  habitat  can  be  found  in 
the  final  listing  rule  (67  FR  44372).  The 
primary  threats  impacting  the  physical 
and  biological  features  essential  to  the 
conservation  of  A.  pumila  that  may 
require  special  management 
considerations  or  protection  within  the 
proposed  critical  habitat  include,  but 
are  not  limited  to,  the  following  (67  FR 
44372): 

•  Habitat  destruction  caused  by  urban 
development,  including  highway  and 
utility  corridor  construction  and 
maintenance,  highway  expansion,  and 
development  of  recreational  facilities 
(such  as  golf  courses  and  campgrounds). 
These  activities  can  remove  the  PCEs  by 
removing  soil  (by  grading)  and  changing 
Ambrosia  pumila  habitat  to  urban  land, 
which  is  unsuitable  for  the  species. 

•  Soil  compaction  caused  by  the 
creation  of  trails  by  hikers,  horses,  and 
vehicles.  Ambrosia  pumila  appears  to 
be  tolerant  to  some  level  of  disturbance 
caused  by  trail  creation  and  use;  it  is 
often  found  in  the  disturbed  areas  along 
margins  of  dirt  trails.  However,  it  is 
found  less  often  on  trails,  implying  that 
although  the  appropriate  soil  type  might 
be  present,  soil  compaction  can  alter  the 
physical  characteristics  of  the  soil  such 

.  that  the  soil  can  no  longer  support 
growth  of  the  plant. 
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•  Habitat  alteration  caused  by 
nonnative  plant  species  that  may,  if 
present  in  large  enough  numbers, 
change  the  plant  community  to  the 
extent  that  A.  pumila  plants  can  no 
longer  receive  adequate  sunlight  and 
airflow. 

•  Alteration  of  hydrology  and 
floodplain  dynamics  (such  as 
channelization  and  water  diversions) 

(an  additional  threat  not  discussed  in 
the  listing  rule),  which  can  change  the 
frequency  of  flooding  in  occupied  areas 
or  eliminate  periodic  flooding  presumed 
necessary  for  the  plant’s  persistence 
altogether,  or  change  groundwater  levels 
that  could  change  the  plant  community 
to  the  extent  that  A.  pumila  plants  can 
no  longer  receive  adequate  sunlight  and 
airflow. 

Special  management  considerations 
or  protection  are  required  within  critical 
habitat  areas  to  address  these  threats. 
Management  activities  that  could 
ameliorate  these  threats  include  fencing 
Ambrosia  pumila  occurrences  and 
providing  signage  to  discourage 
encroachment  by  hikers,  horses,  and  off 
road  vehicle  users;  control  of  nonnative 
plants  using  methods  shown  to  be 
effective  (for  examples,  see  CNLM 
2008);  guiding  the  design  of 
development  projects  to  avoid  impacts 
to  A.  pumila  habitat;  and  restoring  and 
maintaining  hydrology  and  floodplain 
dynamics  of  waterways  associated  with 
A.  pumila  occurrences  where  feasible. 

The  designation  of  critical  habitat 
does  not  imply  that  lands  outside  of 
critical  habitat  do  not  play  an  important 
role  in  the  conservation  of  Ambrosia 
pumila.  Federal  activities  that  may 
affect  areas  outside  of  critical  habitat  are 
still  subject  to  review  under  section  7  of 
the  Act  if  they  may  affect  A.  pumila. 

The  prohibitions  of  section  9  of  the  Act 
applicable  to  listed  plant  species  also 
continue  to  apply  both  inside  and 
outside  of  designated  critical  habitat. 

Criteria  Used  To  Identify  Critical 
Habitat 

As  required  by  section  4(b)  of  the  Act, 
we  used  the  best  scientific  and 
commercial  data  available  in 
determining  areas  within  the 
geographical  area  occupied  at  the  time 
of  listing  that  contain  the  features 
essential  to  the  conservation  of 
Ambrosia  pumila,  and  areas  outside  of 
the  geographical  area  occupied  at  the 
time  of  listing  that  are  essential  to  the 
conservation  of  A.  pumila,  or  both.  All 
essential  areas  were  occupied  at  the 
time  of  listing,  as  discussed  below.  As 
a  result,  we  are  not  currently  proposing 
any  areas  outside  the  geographical  area 
presently  occupied  by  A.  pumila 
because  we  have  determined  that 


including  only  occupied  areas  in  critical 
habitat  is  sufficient  for  the  conservation 
of  the  species.  In  San  Diego  County, 
where  the  pattern  of  extirpated 
occurrences  reflects  a  loss  of 
occurrences  from  each  of  the  watersheds 
in  which  the  species  occurs  rather  than 
a  complete  loss  from  those  watersheds, 
the  areas  occupied  at  the  time  of  listing 
include  the  known  historical  range  of 
the  species  (CNDDB  2008).  In  Riverside 
County,  the  loss  of  an  occurrence  near 
the  Riverside  Airport  reflects  a  loss  to 
the  geographical  extent  of  the  range  in 
that  county  (Provance  and  Sanders 
2001,  p.  47). 

We  also  reviewed  available 
information  that  pertains  to  the  habitat 
requirements  of  this  species,  although 
A.  pumila  has  not  been  well  studied  and 
little  is  known  about  its  habitat 
specificity,  characteristics,  and  breeding 
.  system.  Additionally,  data  from 
different  information  sources  at  times 
conflict,  further  complicating  the  task  of 
discerning  the  specific  habitat 
requirements  of  the  species.  We  used 
numerous  sources  of  information,  such 
as  materials  and  data  included  in 
reports  submitted  to  the  Service  during 
section  7  consultations  and  other  project 
reviews,  and  by  biologists  holding 
section  10(a)(1)(A)  recovery  permits; 
research  published  in  peer-reviewed 
articles  and  presented  in  academic 
theses  and  agency  reports;  regional 
Geographic  Information  System  (GIS) 
coverages  for  area  calculations  and 
mapping;  and  data  collected  in  the  field 
by  Service  biologists. 

We  are  proposing  to  designate  critical 
habitat  in  areas  that  we  determined 
were  occupied  by  the  species  at  the  time 
of  listing,  and  that  contain  the  PCEs  in 
the  quantity  and  spatial  arrangement  to 
support  life  history  functions  essential 
to  the  conservation  of  the  species.  This 
includes  two  areas  occupied  by 
occurrences  detected  after  Ambrosia 
pumila  was  listed.  We  have  concluded 
that  these  areas  were  occupied  at  the 
time  the  species  was  listed  because 
individuals  of  species  with  a  clonal 
growth  habit  like  A.  pumila  are  usually 
long-lived  (Watkinson  and  White  1985, 
pp.  44-45;  Tanner  2001,  p.  1980).  The 
occurrence  near  Santa  Gertrudis  Creek 
was  found  during  a  survey  for  a 
subtransmission  line  project  in  2006 
(AMEC  2006,  p.  12).  The  occurrence  at 
the  intersection  of  State  Route  76  and 
Olive  Hill  Road  was  found  during  a 
general  survey  for  A.  pumila  in  2006 
(CNDDB  2008).  To  our  knowledge,  the 
areas  had  not  been  surveyed  for  A. 
pumila  previously,  and  we  have  no 
reason  to  believe  the  plant  was  imported 
or  had  dispersed  into  these  areas  from 
other  areas  after  A.  pumila  was  listed. 


The  occurrences  identified  since  listing 
likely  were  in  existence  for  many  years 
and  were  only  recently  detected  due  to 
increased  awareness  of  this  species. 

We  are  also  proposing  to  designate 
critical  habitat  in  some  areas  where  A. 
pumila  was  thought  to  be  extirpated  or 
where,  though  extant,  A.  pumila  was 
not  considered  viable  at  the  time  of 
listing.  We  conducted  surveys  of 
historical  occurrences  as  part  of  the 
background  research  for  this  proposed 
rule.  We  found  one  documented 
occurrence  area  east  of  Lake  Hodges  in 
San  Diego  County  that  was  thought  to  be 
extirpated  or  nonviable  because  the 
occurrence  had  not  been  seen  since 
1999,  and  because  records  did  not 
contain  sufficient  information  to  locate 
the  occurrence  site.  Our  survey  found 
this  site  does  contain  a  viable 
occurrence  of  A.  pumila  and  meets  the 
criteria  set  out  in  this  rule  for  A.  pumila 
critical  habitat.  The  site  was  located 
after  the  species  was  listed  and  found  to 
contain  a  large  population  of  A.  pumila. 
We  are  not  proposing  to  designate  any 
areas  outside  the  geographical  area 
occupied  by  the  species  at  the  time  of 
listing,  and  all  of  the  areas  we  are 
proposing  to  designate  are  currently 
occupied  by  the  species.  All  units  and 
subunits  proposed  contain  the  PCEs 
believed  to  be  essential  to  the 
conservation  of  this  species. 

Methods 

As  required  by  section  4(b)(1)(A)  of 
the  Act,  we  use  the  best  scientific  and 
commercial  data  available  in  trying  to 
determine  areas  that  contain  the  features 
that  are  essential  to  the  conservation  of 
Ambrosia  pumila.  We  used  the  best 
scientific  data  available  to  select  areas 
that  we  believe  may  possess  those 
physical  and  biological  features 
essential  to  the  conservation  of  the 
species,  and  that  may  require  special 
management  considerations  or 
protection. 

After  identifying  the  PCEs,  we 
followed  these  steps  to  delineate  critical 
habitat: 

(1)  We  identified  areas  occupied  by 
Ambrosia  pumila  at  the  time  of  listing 
as  extant  occurrences,  where  an 
occurrence  is  defined  as  an  occupied 
habitat  area  separated  by  0.25  mi  (0.40 
km)  or  more  from  the  next  nearest 
occupied  habitat  area. 

(2)  We  determined  that  due  to  the  lack 
of  specific  information  regarding  the 
needs  of  the  species,  we  are  unable  to 
identify  specific  areas  outside  the 
geographical  area  occupied  by  the 
species  at  the  time  it  was  listed  that  may 
be  essential  to  the  conservation  of  the 
species. 
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(3)  We  removed  all  areas  where  the 
species  occurs  in  habitat  of  low  quality 
for  growth  and  propagation  (such  as 
pavement  areas  or  cracks  within  paved 
areas).  Although  occupied,  we  believe 
these  occurrences  are  not  capable  of 
providing  for  the  full  life-history 
requirements  of  this  species  and  are  not 
likely  to  contribute  to  its  long-term 
conservation;  therefore,  we  did  not 
consider  these  locations  as  containing 
essential  features  as  habitat  and  did  not 
include  them  in  critical  habitat. 

(4)  To  define  an  outer  boundary  for 
each  patch  that  captures  the  existing 
underground  rhizome  system  (which 
extends  beyond  the  visible  aerial  stems 
of  plants  within  each  occurrence),  we 
added  the  average  distance  between  the 
visible  (aerial  stems)  portions  of  each 
Ambrosia  pumila  patch  and  the  next 
nearest  patch  to  the  limits  of  the  visible 
portion  of  each  patch.  Using  GIS  data, 
we  found  the  average  distance  between 
clusters  of  stems  in  adjacent  patches  to 
be  approximately  1,181  ft  (260  m),  and 
we  added  this  distance  to  the  visible 
outer  limit  of  each  occurrence  to 
delineate  the  presumed  expanse  of  the 
occurrence  that  also  includes  the 
underground  rhizomes. 

(5)  We  removed  any  area  within  the 
outer  boundary  of  an  occurrence  where 
habitat  type  was  not  grassland,  ruderal, 
or  coastal  sage  scrub. 

We  describe  how  we  implemented 
each  of  the  steps  above  in  detail  below. 

(1)  We  identified  all  occurrences  of 
Ambrosia  pumila — those  known  to  exist 
at  the  time  of  listing  and  those  detected 
since  listing.  We  compiled  data  from  the 
following  sources  to  create  our  database 
of  A.  pumila  occurrences:  (1)  Data  used 
in  the  2002  listing  rule  for  A.  pumila  (67 
FR  44372;  July  2,  2002);  (2)  the 
California  Natural  Diversity  Database 
occurrence  data  report  for  A.  pumila 
and  accompanying  GIS  records  (CNDDB 
2008,  pp.  1-49);  (3)  the  data  from  the 
Consortium  of  California  Herbaria  and 
accompanying  Berkeley  Mapper  GIS 
records  (Consortium  of  California 
Herbaria  2008,  pp.  1-5);  (4)  the  Western 
Riverside  County  Multiple  Species 
Habitat  Conservation  Plan  (Western 
Riverside  County  MSHCP)  species  GIS 
database;  and  (5)  the  Carlsbad  Fish  and 
Wildlife  Office’s  internal  species  GIS 
database,  which  includes  the  species 
data  used  for  the  San  Diego  Multiple 
Species  Conservation  Program  (MSCP) 
and  the  San  Diego  Multiple  Habitat 
Conservation  Plan  (MHCP),  reports  from 
section  7  consultations,  and  Service 
observations  of  A.  pumila  (CFWO 
internal  species  GIS  database).  As 
discussed  in  detail  earlier  in  this 
section,  we  consider  all  extant 
occurrences  to  have  been  in  existence  at 


the  time  of  listing.  We  used  these  data 
to  delineate  GIS  polygons  around 
Ambrosia  pumila  occurrences. 

We  reviewed  the  data  that  we 
compiled  to  ensure  its  accuracy.  We 
checked  each  data  point  in  our  database 
to  ensure  that  it  represented  a  site 
documented  by  a  herbarium  voucher  or 
observation  of  Ambrosia  pumila  and 
was  not  a  duplicate  voucher  or 
observation  of  another  occurrence  in  the 
database.  Duplicates  were  removed  from 
our  database.  Secondly,  we  checked 
each  data  point  to  ensure  that  it  was 
correctly  mapped.  Data  points  that  did 
not  match  the  description  for  the 
original  herbarium  collection  or 
observation  were  remapped  in  the 
correct  location,  if  possible.  We 
removed  observations  where  the 
location  could  not  be  determined  from 
available  data  or  site  visits. 

We  then  determined  which  areas  are 
currently  occupied.  For  areas  where  we 
have  past  occupancy  data  for  Ambrosia 
pumila,  we  assumed  the  area  remains 
occupied  unless:  (1)  Three  or  more 
surveys  for  the  species  did  not  find  A. 
pumila ;  (2)  the  site  was  significantly 
disturbed  (for  example,  converted  to 
development)  since  the  last  observation 
of  the  species  at  that  location;  or  (3) 
specific  location  information  for  the  site 
was  lacking,  and  field  surveys  carried 
out  in  conjunction  with  this  proposed 
critical  habitat  determination  could  not 
locate  the  occurrence. 

(2)  We  determined  that  there  are  no 
specific  areas  outside  the  geographical 
area  occupied  by  the  species  at  the  time 
it  was  listed  that  are  essential  to  the 
conservation  of  the  species.  Information 
found  during  the  Service’s  research  in 
connection  with  this  proposed  action 
indicated  that  the  geographical  area 
occupied  by  the  species  at  the  time  it 
was  listed  provides  sufficient  resources 
for  the  conservation  of  the  species.  We 
do  not  have  sufficient  information 
regarding  the  specific  needs  of  the 
species  to  determine  if  any  unoccupied 
areas  are  essential  for  the  conservation 
of  the  species. 

(3)  We  removed  areas  where 
Ambrosia  pumila  occurs  in  habitat  of 
low  quality  for  growth  and  propagation 
(such  as  pavement  areas  or  cracks 
within  paved  areas).  Although, 
occupied,  we  did  not  consider  these 
locations  for  critical  habitat,  as  these 
occurrences  are  not  likely  to  contribute 
to  the  long-term  conservation  of  the 
species.  We  made  this  determination 
using  site  descriptions  in  the  California 
Natural  Diversity  Database,  talking  to 
Service  biologists,  other  researchers, 
and  land  managers  familiar  with  the. 
areas  in  question,  and  visiting  and 
evaluating  sites  in  person. 


(4)  We  estimated  the  distance  that  the 
root  system  of  an  occurrence  likely 
extends  beyond  the  aboveground  extent 
of  the  occurrence  by  measuring  the 
distance  of  each  GIS  polygon 
representing  an  Ambrosia  pumila  patch 
to  the  nearest  neighboring  patch.  As 
mentioned  above,  an  occurrence  is 
defined  by  CNDDB  as  an  occupied 
habitat  area  separated  by  0.25  mi  (0.40 
km)  or  more  from  next  nearest  occupied 
habitat  area.  A  patch  is  defined  herein 
as  a  distinct  cluster  of  stems  within  an 
occurrence.  We  estimated  the  average 
distance  of  underground  rhizome 
expansion  beyond  the  aboveground 
aerial  stems  as  1,181  ft  (260  m).  We 
expanded  the  outer  boundary  of  the 
above-ground  extent  of  each  occurrence 
by  1,181  ft  (260  m)  to  account  for  the 
underground  rhizome  system  extending 
beyond  the  area  occupied  by  visible 
stems.  We  believe  this  method 
adequately  captures  the  extent  of 
individual  occurrences. 

(5)  We  removed  any  areas  within  the 
expanded  outer  boundary  of  an 
occurrence  where  habitat  type  was  not 
grassland,  ruderal,  or  open  areas  within 
coastal  sage  scrub  habitat,  using  the 
habitat  types  assigned  to  relevant  areas 
in  our  GIS  database,  and  personal 
observations  of  sites  by  Service 
biologists  and  other  researchers  or  land 
managers. 

Based  on  the  results  of  this 
methodology,  we  are  proposing  to 
designate  7  units  that  include  8  subunits 
as  critical  habitat  for  Ambrosia  pumila. 
After  applying  the  above  criteria  and 
methods,  we  mapped  the  critical  habitat 
unit  boundaries  at  each  of  these  seven 
units  as  GIS  polygons  around  known 
occurrences.  Critical  habitat  boundaries 
were  delineated  as  polygons 
encompassing  the  extent  of  habitat 
believed  to  contain  the  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  that  may 
require  special  management 
considerations  or  protection. 

When  determining  the  proposed 
critical  habitat  boundaries,  we  made 
every  effort  to  avoid  including 
developed  areas  such  as  lands  occupied 
by  buildings,  paved  areas,  and  other 
structures  that  lack  PCEs  for  Ambrosia 
pumila.  The  scale  of  the  maps  we 
prepared  under  the  parameters  for 
publication  within  the  Code  of  Federal 
Regulations  may  not  reflect  the 
exclusion  of  such  developed  areas.  Any 
developed  structures  and  the  land  under 
them  inadvertently  left  inside  critical 
habitat  boundaries  shown  on  the  maps 
of  this  proposed  critical  habitat  are 
excluded  by  text  in  this  rule  and  are  not 
proposed  for  critical  habitat  designation. 
Therefore,  if  the  critical  habitat  is 
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critical  habitat  for  Ambrosia  pumila, 
including  lands  under  Federal,  State, 
other  government,  and  private 
ownership.  We  are  proposing  7  units 
that  include  8  subunits  as  critical 
habitat  for  A.  pumila.  Table  1  identifies 
the  approximate  area  of  each  proposed 
critical  habitat  unit  and  subunit  by 
landownership. 


Table  1— Proposed  critical  habitat  units  for  Ambrosia  pumila. 

Area  estimates  reflect  all  land  within  critical  habitat  unit  boundaries. 


Location 

(California  Natural  Diversity  Data- 
base(CNDDB)  Occurrence  Number) 

Federally  Owned 
Land 

State  or  Local 
Government  Owned 
Land 

Privately  Owned  Land 

Total  Area 

acres 

hectares 

acres 

hectares 

acres 

hectares 

acres 

hectares 

RIVERSIDE  COUNTY 

Unit  1:  Temescal  Creek  watershed 

— 

— 

m 

88.4 

35.8 

111.8 

45.3 

1  A.  Alberhill  (*) 

— 

— 

9.5 

18.0 

7.3 

41.4 

16.8 

IB.  Nichols  Road  (44) 

— 

— 

— 

— 

70.4 

28.5 

70.4 

28.5 

Unit  2:  Skunk  Hollow  Vernal  Pool  watershed 
(22) 

— 

— 

— 

— 

118.1 

47.8 

118.1 

47.8 

Unit  3:  Santa  Gertrudis  Creek  watershed 
(55) 

— 

— 

— 

— 

32.5 

13.2 

32.5 

13.2 

SUBTOTAL: 

— 

— 

23.4 

9.5 

239.0 

96.8 

106.3 

SAN  DIEGO  COUNTY 

Unit  4:  San  Luis  Rey  River  watershed 

’  — 

— 

2.4 

1.0 

102.5 

41.5 

104.9 

42.5 

4A.  Calle  de  la  Vuelta  (43) 

— 

— 

— 

m 

29.6 

12.0 

29.6 

4B.  Olive  Hill  Road  (16) 

— 

— 

34.8 

14.1 

35.0 

14.2 

4C.  Jeffries  Ranch  (45) 

— 

— 

2.2 

wm 

38.1 

15.4 

40.3 

16.3 

Unit  5:  San  Dieguito  River  watershed  -  Lake 
Hodges  (14) 

— 

— 

15.8 

m 

Ki 

2.2 

21.2 

8.6 

Unit  6:  San  Diego  River  watershed  - 
Mission  T rails  Regional  Park  (1 2) 

— 

— 

171.5 

10.7 

197.8 

80.1 

Unit  7:  Sweetwater  River  watershed 

145.5 

12.6 

5,1 

57.1 

23.1 

87.1 

7A.  Jamul  Road  (1) 

— 

— 

2.5 

1.0 

HES 

14.7 

15.7 

7B.  San  Diego  National  Wildlife  Refuge  (48) 

117.6 

47.6 

— 

— 

1 

6.1 

132.5 

53.6 

7C.  Steele  Canyon  Bridge  (34) 

27.9 

11.3 

10.1 

4.1 

5.8 

2.3 

IBB 

SUBTOTAL: 

145.5 

58.9 

202.3 

81.9 

191.3 

77.4 

539.1 

218.2 

TOTAL 

145.5 

58.9 

225.7 

91.4 

430.4 

174.2 

801.6 

324.4 

'  Occurrence  not  entered  in  CNDDB. 

"Values  in  this  table  may  not  sum  due  to  rounding. 


finalized  as  proposed,  Federal  actions 
involving  these  lands  would  not  trigger 
section  7  consultation  with  respect  to 
critical  habitat  and  the  requirement  of 
no  adverse  modification  unless  the 
specific  actions  would  affect  the  species 
or  PCEs  in  adjacent  critical  habitat. 

We  are  soliciting  public  comment  for 
information  that  may  assist  us  in 
defining  those  physical  and  biological 
features  essential  to  the  conservation  of 
the  species  which  may  require  special 


management  considerations  or 
protection,  or  in  identifying  specific 
areas  outside  the  geographical  area 
occupied  by  the  species  at  the  time  it 
was  listed  that  may  be  essential  to  the 
conservation  of  the  species  (see 
questions  2  and  3  in  the  Public 
Comments  section). 

Proposed  Critical  Habitat  Designation 

We  determined  that  approximately 
802  ac  (324  ha)  meet  our  definition  of 


The  areas  we  are  proposing  as  critical 
habitat  currently  provide  all  habitat 
components  necessary  to  meet  the 
primary  biological  needs  of  Ambrosia 
pumila,  as  defined  by  the  physical  and 


biological  features  essential  to  the 
conservation  of  the  species.  These  areas 
constitute  our  best  assessment  of  areas 
determined  to  be  occupied  at  the  time 
of  listing  that  contain  the  PCEs  for  A. 


pumila  that  may  require  special 
management  considerations  or 
protection.  We  are  not  proposing  any 
unoccupied  areas  or  areas  outside  of  the 
species’  historical  range  because  we 
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determined  that  occupied  lands  within 
the  species’  historical  range  are 
sufficient  for  the  conservation  of  A. 
pumila.  Each  unit  and  subunit  includes 
suitable  habitat  that  will  allow  for 
population  growth  and  growth  of  aerial 
stems  from  parts  of  the  root  system. 

Presented  below  are  brief  descriptions 
of  all  subunits  and  reasons  why  they 
meet  the  definition  of  critical  habitat  for 
Ambrosia  pumila.  The  subunits  are 
listed  in  order  geographically  north  to 
south  and  east  to  west. 

Unit  1:  Temescal  Creek  Watershed 

Unit  1  is  located  in  western  Riverside 
County  and  consists  of  two  subunits 
totaling  approximately  23  ac  (10  ha)  of 
County-owned  land,  and  88  ac  (36  ha) 
of  private  land,  for  a  total  of 
approximately  112  ac  (45  ha)  (values  do 
not  sum  due  to  rounding). 

Subunit  1A:  Alberhill 

Subunit  1A  is  located  near  Alberhill, 
north  of  Lake  Elsinore  and  just  west  of 
Interstate  Highway  15  in  Riverside 
County,  California.  This  subunit  is  near 
the  northern  base  of  Alberhill  Mountain, 
east  of  Lake  Street,  and  south  of 
Temescal  Creek  (also  called  Alberhill 
Creek).  Subunit  1A  consists  of 
approximately  23  ac  (10  ha)  of  County 
owned  land,  and  18  ac  (7  ha)  of 
privately  owned  land,  for  a  total  of 
approximately  41  ac  (17  ha).  This 
subunit  (along  with  subunit  IB) 
represents  the  northernmost  occurrence 
of  this  species,  which  is  geographically 
situated  to  assist  this  species  expand  its 
range  northward.  Like  all  other  extant 
occurrences,  this  subunit  is  also 
essential  to  the  conservation  of  this 
species  because  of  its  contribution  to  the 
genetic  diversity  of  the  species 
(McGlaughlin  and  Friar  2007,  p.  329). 
This  subunit  was  occupied  at  the  time 
of  listing  and  remains  occupied. 

Subunit  1A  contains  physical  and 
biological  features  that  are  essential  to 
the  conservation  of  A.  pumila,  including 
sandy  loam  or  clay  soils  located  on  an 
upper  terrace  of  a  water  source,  which 
provide  nutrients,  moisture,  and 
periodic  flooding  presumed  necessary 
for  the  plant’s  persistence  (PCE  1);  and 
ruderal  habitat  type,  which  allows 
adequate  sunlight  and  airflow  for  A. 
pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  may  require  special 
management  considerations  or 
protection  to  address  threats  from 
nonnative  plant  species  in  situations 
where  nonnative,  species  are 
outcompeting  A.  pumila  for  resources, 
and  from  human  encroachment  that 
occurs  in  the  area.  The  County-owned 


portions  of  Subunit  1A  are  conserved 
and  are  being  managed  for  the  County 
by  the  Western  Riverside  County 
Regional  Conservation  Authority  in 
accordance  with  Western  Riverside 
MSHCP  guidelines.  Please  see  the 
“Special  Management  Considerations  or 
Protection”  section  of  this  proposed  rule 
for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations. 

Subunit  IB:  Nichols  Road 

Subunit  IB  is  located  about  2.1  mi 
(3.5  km)  southeast  of  Subunit  1A  - 
(Alberhill),  on  the  north  and  south  sides 
of  Nichols  Road,  in  Riverside  Comity, 
California.  This  subunit  is  near  the 
southeastern  base  of  Alberhill 
Mountain,  just  west  of  Durant  Road  and 
Temescal  Creek.  Subunit  IB  consists  of 
approximately  70  ac  (28  ha)  of  privately 
owned  land.  This  subunit  w^s  occupied 
at  the  time  of  listing  and  remains 
occupied,  and  is  essential  to  the 
conservation  of  this  species  because  this 
subunit  (along  with  subunit  1A) 
represents  the  northernmost 
occurrences  of  this  species,  which  is 
geographically  situated  to  potentially . 
assist  this  species  expand  its  range 
northward.  Like  all  other  extant 
occurrences,  this  subunit  is  also 
essential  to  the  conservation  of  this 
species  because  of  its  contribution  to  the 
genetic  diversity  of  the  species 
(McGlaughlin  and  Friar  2007,  p.  329). 
However,  due  to  impacts  from 
unauthorized  grading  and  disking,  and 
a  permitted  road  realignment  project,  A. 
pumila  within  this  subunit  may  be  in 
imminent  danger  of  extirpation.  Subunit 
IB  contains  physical  and  biological 
features  that  are  essential  to  the 
conservation  of  Ambrosia  pumila, 
including  sandy  loam  or  clay  soils 
located  on  an  upper  terrace  of  a  water 
source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  ruderal  habitat 
type,  which  allows  adequate  sunlight 
and  airflow  for  A.  pumila  (PCE  2).  The 
physical  and  biological  features 
essential  to  the  conservation  of  the 
species  in  this  subunit  may  require 
special  management  considerations  or 
protection  to  address  threats  from 
nonnative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
and  from  activities  (grading, 
construction,  human  encroachment) 
that  occur  in  the  area.  Please  see  the 
“Special  Management  Considerations  or 
Protection”  section  of  this  proposed  rule 
for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations. 


Unit  2:  SkuiTk  Hollow  Vernal  Pool 
Watershed 

Unit  2  is  located  in  the  Barry  Jones 
(Skunk  Hollow)  Wetland  Mitigation 
Bank  in  unincorporated  Riverside 
County.  The  mitigation  bank  is  located 
east  of  the  City  of  Murrieta  and  is 
loosely  bounded  by  Browning  Street  on 
the  north,  the  edge  of  an  unnamed 
canyon  on  the  east,  Murrieta  Hot 
Springs  Road  on  the  south,  and  Pourroy 
Avenue  on  the  west.  Unit  2  consists  of 
approximately  118  ac  (48  ha)  of 
privately  owned  land  managed  by 
Center  for  Natural  Lands  Management. 
This  unit,  like  all  other  extant 
occurrences,  is  essential  to  the 
conservation  of  Ambrosia  pumila 
because  of  its  contribution  to  the  genetic 
diversity  of  the  species  (McGlaughlin 
and  Friar  2007,  p.  329).  This  unit  was 
occupied  at  the  time  of  listing  and 
remains  occupied.  Unit  2  contains 
physical  and  biological  features  that  are 
essential  to  the  conservation  of  A. 
pumila,  including  sandy  loam  or  clay 
soils  located  on  an  upper  terrace  of  a 
water  source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  annual 
grassland  habitat  type,  which  allows 
adequate  sunlight  and  airflow  for  A. 
pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  require  continued  special 
management  considerations  or 
protection  to  address  threats  from 
nonnative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
and  human  encroachment.  The  Center 
for  Natural  Lands  Management  is 
providing  needed  management  by 
maintaining  fencing  around  the  area  to 
protect  the  area  from  encroachment,  and 
carrying  out  research  to  determine  the 
best  method  for  control  of  nonnative 
plant  species  on-site.  Please  see  the 
“Special  Management  Considerations  or 
Protection”  section  of  this  proposed  rule 
for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations. 

Unit  3:  Santa  Gertrudis  Creek 
Watershed  (55) 

Unit  3  is  located  about  1  mile  (1.6  km) 
southwest  of  Unit  2,  along  the  San  Diego 
Aqueduct,  south  of  the  intersection  of 
Chandler  and  Suzi  Roads  and  north  of 
Santa  Gertrudis  Creek  in  Riverside 
County.  Unit  3  consists  of 
approximately  32  ac  (13  ha)  of  privately 
owned  land.  This  unit  was  occupied  at 
the  time  of  listing  and  remains 
occupied,  and,  like  all  other  extant 
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occurrences,  is  essential  to  the 
conservation  of  this  species  because  of 
its  contribution  to  the  genetic  diversity 
of  the  species  (McGlaughlin  and  Friar 
2007,  p.  329).  Unit  3  contains  physical 
and  biological  features  that  are  essential 
to  the  conservation  of  A.  pumila, 
including  sandy  loam  or  clay  soils 
located  on  an  upper  terrace  of  a  water 
source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  ruderal  habitat 
type,  which  allows  adequate  sunlight 
and  airflow  for  A.  pumila  (PCE  2).  The 
physical  and  biological  features 
essential  to  the  conservation  of  the 
species  in  this  unit  may  require  special 
management  considerations  or 
protection  to  address  threats  from 
nonnative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
human  encroachment,  and  utility 
maintenance  activities.  Please  see  the 
“Special  Management  Considerations  or 
Protection’’  section  of  this  proposed  rule 
for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations . 

Unit  4:  San  Luis  Rey  River  Watershed 

Unit  4  is  located  in  northwestern  San 
Diego  County  and  consists  of  three 
subunits  of  approximately  2  ac  (1  ha)  of 
State  or  local  government  owned  land 
and  approximately  103  ac  (41  ha)  of 
privately  owned  land,  for  a  total  of 
approximately  105  ac  (42  ha). 

Subunit  4A:  Calle  de  la  Vuelta 

Subunit  4A  is  located  near  junction  of 
State  Route  76  and  Calle  de  la  Vuelta  in 
unincorporated  San  Diego  County. 
Subunit  4A  consists  of  approximately 
30  ac  (12  ha)  of  privately  owned  land. 
This  subunit  was  occupied  at  the  time 
of  listing  and  remains  occupied,  and, 
like  all  other  extant  occurrences,  is 
essential  to  the  conservation  of  this 
species  because  of  its  contribution  to  the 
genetic  diversity  of  the  species 
(McGlaughlin  and  Friar  2007,  p.  329). 
Subunit  4A  contains  physical  and 
biological  features  that  cure  essential  to 
the  conservation  of  Ambrosia  pumila, 
including  sandy  loam  or  clay  soils 
located  on  an  upper  terrace  of  a  water 
source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  ruderal  habitat 
type,  which  allows  adequate  sunlight 
and  airflow  for  A.  pumila  (PCE  2).  The 
physical  and  biological  features 
essential  to  the  conservation  of  the 
species  in  this  subunit  may  require 
special  management  considerations  or 
protection  to  address  threats  from 


nonnative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
human  encroachment,  road 
maintenance  activities,  and  future 
widening  of  State  Route  76.  Please  see 
the  “Special  Management 
Considerations  or  Protection”  section  of 
this  proposed  rule  for  a  discussion  of 
the  threats  to  A.  pumila  habitat  and 
potential  management  considerations. 

Subunit  4B:  Olive  Hill  Road 

Subunit  4B  is  located  on  the  west  side 
of  State  Route  76,  south  of  Olive  Hill 
Road  in  unincorporated  San  Diego 
County.  Subunit  4B  consists  of 
approximately  0.3  ac  (0.1  ha)  of  State  or 
local  government  owned  land  and 
approximately  35  ac  (14  ha)  of  privately 
owned  land,  for  a  total  of  approximately 
35  ac  (14  ha)  (values  do  not  sum  due  to 
rounding).  The  occurrence  in  this 
subunit  was  considered  extirpated  at  the 
time  of  listing,  but  has  since  been  found 
to  be  extant.  Like  all  other  extant 
occurrences,  it  is  essential  to  the 
conservation  of  this  species  because  of 
its  contribution  to  the  genetic  diversity 
of  the  species  (McGlaughlin  and  Friar 
2007,  p.  329).  Subunit  4B  contains 
physical  and  biological  features  that  are 
essential  to  the  conservation  of 
Ambrosia  pumila,  including  sandy  loam, 
or  clay  soils  located  on  an  upper  terrace 
of  a  water  source,  which  provide 
nutrients,  moisture,  and  periodic 
flooding  presumed  necessary  for  the 
plant’s  persistence  (PCE  1),  and 
grassland  habitat  type  which  allow 
adequate  sunlight  and  airflow  for  A. 
pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  may  require  special 
management  considerations  or 
protection  to  address  threats  from 
nonnative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
human  encroachment,  road 
maintenance  activities,  and  future 
widening  of  State  Route  76.  Please  see 
the  “Special  Management 
Considerations  or  Protection”  section  of 
this  proposed  rule  for  a  discussion  of 
the  threats  to  A.  pumila  habitat  and 
potential  management  considerations. 

Subunit  4C:  Jeffries  Ranch 
Subunit  4C  is  located  approximately 
0.7  mile  (1.1  km)  southwest  of  Bonsall 
Bridge,  adjacent  to  the  south  side  of 
State  Route  76  in  the  City  of  Oceanside, 
San  Diego  County.  Subunit  4C  consists 
of  approximately  2  ac  (1  ha)  of  State  or 
local  government  owned  land  and 
approximately  38  ac  (15  ha)  of  privately 
owned  land,  for  a  total  of  approximately 


40  ac  (16  ha).  This  subunit  was 
occupied  at  the  time  of  listing  and 
remains  occupied,  and,  like  all  other 
extant  occurrences,  is  essential  to  the 
conservation  of  this  species  because  of 
its  contribution  to  the  genetic  diversity 
of  the  species  (McGlaughlin  and  Friar 
2007,  p.  329).  Subunit  4C  contains 
physical  and  biological  features  that  are 
essential  to  the  conservation  of 
Ambrosia  pumila,  including  sandy  loam 
or  clay  soils  located  on  an  upper  terrace 
of  a  water  source,  which  provide 
nutrients,  moisture,  and  periodic 
flooding  presumed  necessary  for  the 
plant’s  persistence  (PCE  1),  and 
nonnative  grassland  habitat  type,  which 
allows  adequate  sunlight  and  airflow  for 
A.  pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  may  require  special 
management  considerations  or 
protection  to  address  threats  from 
normative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
human  encroachment,  road  and  utility 
maintenance  activities,  future  widening 
of  State  Route  76,  and  potential 
development.  Please  see  the  “Special 
Management  Considerations  or 
Protection”  section  of  this  proposed  ule 
for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations. 

Unit  5:  San  Dieguito  River  Watershed — 
Lake  Hodges 

Unit  5  is  located  on  the  west  side  of 
Interstate  15,  just  north  of  Lake  Hodges 
and  south  of  Via  Rancho  Parkway  in 
San  Diego  County.  Unit  5  consists  of 
approximately  16  ac  (6  ha)  of  local 
government  owned  land  and 
approximately  5  ac  (2  ha)  of  privately 
owned  land,  for  a  total  of  approximately 
21  ac  (9  ha)  (values  do  not  sum  due  to 
rounding).  This  unit  was  occupied  at 
the  time  of  listing,  remains  occupied, 
and,  like  all  other  extant  occurrences,  is 
essential  to  the  conservation  of  this 
species  because  of  its  contribution  to  the 
genetic  diversity  of  the  species 
(McGlaughlin  and  Friar  2007,  p.  329). 
Unit  5  contains  physical  and  biological 
features  that  are  essential  to  the 
conservation  of  Ambrosia  pumila, 
including  sandy  loam  or  clay  soils 
located  on  an  upper  terrace  of  a  water 
source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  nonnative 
grassland  habitat  type,  which  allows 
adequate  sunlight  and  airflow  for  A. 
pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this  unit 
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may  require  special  management 
considerations  or  protection  to  address 
threats  from  normative  plant  species  in 
situations  where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
human  encroachment,  utility 
maintenance  activities,  and  potential 
development.  Please  see  the  “Special 
Management  Considerations  or 
Protection”  section  of  this  proposed  rule 
•for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations. 

Unit  6:  San  Diego  River  Watershed- 
Mission  Trails  Regional  Park 

Unit  6  is  located  in  Mission  Trails 
Regional  Park  in  the  City  of  San  Diego. 
This  unit  includes  three  areas:  (1)  South 
of  Old  Mission  Dam  and  Father  Junipero 
Serra  Trail  and  west  of  Simeon  Drive; 

(2)  north  of  Old  Mission  Dam  and  the 
San  Diego  River,  and  northwest  of 
Simeon  Drive;  and  (3)  immediately  east 
of  Kumeyaay  Campground,  north  of 
Mission  Gorge  Road,  east  of  Bushy  Hill 
Drive,  and  south  of  the  San  Diego  River. 
Unit  6  consists  of  approximately  172  ac 
(69  ha)  of  land  owned  and  managed  by 
the  City  of  San  Diego,  and 
approximately  26  ac  (11  ha)  of  privately 
owned  land,  for  a  total  of  198  ac  (80  ha). 
This  unit  was  occupied  at  the  time  of 
listing  and  remains  occupied,  and  like 
all  other  extant  occurrences,  is  essential 
to  the  conservation  of  this  species 
because  of  its  contribution  to  the  genetic 
diversity  of  the  species  (McGlaughlin 
and  Friar  2007,  p.  329).  Unit  6  contains 
physical  and  biological  features  that  are 
essential  to  the  conservation  of  A. 
pumila,  including  sandy  loam  or  clay 
soils  located  on  an  upper  terrace  of  a 
water  source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  nonnative 
grassland  habitat  type,  which  allows 
adequate  sunlight  and  airflow  for  A. 
pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this  unit 
may  require  special  management 
considerations  or  protection  to  address 
threats  from  nonnative  plant  species  in 
situations  where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 

•  and  human  encroachment.  Please  see 
the  “Special  Management 
Considerations  or  Protection”  section  of 
this  proposed  rule  for  a  discussion  of 
the  threats  to  A.  pumila  habitat  and 
potential  management  considerations. 

Unit  7:  Sweetwater  River  Watershed 

Unit  7  is  located  in  southwestern  San 
Diego  County  and  consists  of  three 
subunits  containing  approximately  146 
ac  (60  ha)  of  federally  owned  land  (San 


Diego  National  Wildlife  Refuge), 
approximately  13  ac  (5  ha)  of  State  or 
local  government  owned  land,  and 
approximately  57  ac  (23  ha)  of  privately 
owned  land,  for  a  total  of  approximately 
215  ac  (87  ha)  (values  do  not  sum  due 
to  rounding). 

Subunit  7 A:  Jamul  Road 

Subunit  7 A  is  located  southeast  of  the 
City  of  El  Cajon  at  and  near  junction  of 
Jamul  Road  and  Steele  Canyon  Road,  on 
the  north  and  south  sides  of  Jamul  Road. 
Subunit  7 A  consists  of  approximately  2 
ac  (1  ha)  of  State  or  local  government 
owned  land,  and  approximately  36  ac 
(15  ha)  of  privately  owned  land,  for  a 
total  of  approximately  39  ac  (16  ha) 
(values  do  not  sum  due  to  rounding). 

This  subunit  was  occupied  at  the  time 
of  listing  and  remains  occupied,  and, 
like  all  other  extant  occurrences,  is 
essential  to  the  conservation  of  this 
species  because  of  its  contribution  to  the 
genetic  diversity  of  the  species 
(McGlaughlin  and  Friar  2007,  p.  329). 
Subunit  7 A  contains  physical  and 
biological  features  that  are  essential  to 
the  conservation  of  A.  pumila,  including 
sandy  loam  or  clay  soils  located  on  an 
upper  terrace  of  a  water  source,  which 
provide  nutrients,  moisture,  and 
periodic  flooding  presumed  necessary 
for  the  plant’s  persistence  (PCE  1),  and 
nonnative  grassland  habitat  type,  which 
allows  adequate  sunlight  and  airflow  for 
A.  pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  may  require  special 
management  considerations  or  • 
protection  to  address  threats  from 
nonnative  plant  species  in  situations 
where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
alterations  of  site  hydrology,  and  off- 
highway-vehicle  use.  Please  see  the 
“Special  Management  Considerations  or 
Protection”  section  of  this  proposed  rule 
for  a  discussion  of  the  threats  to  A. 
pumila  habitat  and  potential 
management  considerations. 

Subunit  7B:  San  Diego  National  Wildlife 
Refuge 

Subunit  7B  is  located  primarily  on  the 
San  Diego  National  Wildlife  Refuge, 
south  of  Sweetwater  River  between 
Rancho  San  Diego  Golf  Course  and  the 
hills  to  the  south,  and  on  the  north  and 
south  sides  of  a  dirt  trail  adjoining  the 
end  of  Par  Four  Drive  in  unincorporated 
San  Diego  County.  Subunit  7B  consists 
of  approximately  118  ac  (48  ha)  of 
Federal  land  owned  and  managed  by  the 
Fish  and  Wildlife  Service  and 
approximately  15  ac  (6  ha)  of  privately 
owned  land,  for  a  total  of  approximately 
133  ac  (54  ha).  This  subunit  was 


occupied  at  the  time  of  listing  and 
remains  occupied,  and  is  essential  to  the 
conservation  of  this  species  because  of 
its  contribution  to  the  genetic  diversity 
of  the  species  (McGlaughlin  and  Friar 
2007,  p.  329).  Subunit  7B  contains 
physical  and  biological  features  that  are 
essential  to  the  conservation  of  A. 
pumila,  including  sandy  loam  or  clay 
soils  located  on  an  upper  terrace  of  a 
water  source,  which  provide  nutrients, 
moisture,  and  periodic  flooding 
presumed  necessary  for  the  plant’s 
persistence  (PCE  1),  and  nonnative 
grassland  habitat  type,  which  allows 
adequate  sunlight  and  airflow  for  A. 
pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  may  require  special 
management  considerations  or 
protection  on  privately  owned  lands, 
and  continued  management  and 
protection  on  federally  owned  lands  to 
address  threats  from  nonnative  plant 
species  in  situations  where  nonnative 
species  are  outcompeting  A.  pumila  for 
resources,  and  human  encroachment. 
Please  see  the  “Special  Management 
Considerations  or  Protection”  section  of 
this  proposed  rule  for  a  discussion  of 
the  threats  to  A.  pumila  habitat  and 
potential  management  considerations. 

Subunit  7C:  Steele  Canyon  Bridge 

Subunit  7C  is  located  mainly  on  the 
east  side  of  State  Route  94  on  a  slope 
between  a  concrete-lined  ditch  and  a 
fence  adjacent  and  parallel  to  State 
Route  94,  approximately  0.7  mile  (1.1 
km)  southeast  of  Subunit  7B,  in 
unincorporated  San  Diego  County.  A 
small  portion  of  the  subunit  is  located 
on  the  opposite  side  of  State  Route  94 
just  south  of  Steele  Canyon  Bridge  in  a 
split-rail  exclosure.  Subunit  7C  consists 
of  approximately  28  ac  (11  ha)  of 
federally  owned  land  managed  by  the 
Fish  and  Wildlife  Service, 
approximately  10  ac  (4  ha)  of  State 
(California  Department  of 
Transportation)  and  local  (County  of 
San  Diego)  government  owned  land,  and 
approximately  6  ac  (2  ha)  of  privately 
owned  land,  for  a  total  of  approximately 
44  ac  (18  ha)  (values  do  not  sum  due  to 
rounding).  This  subunit  was  occupied  at 
the  time  of  listing  and  remains 
occupied.  Like  all  other  extant 
occurrences,  it  is  essential  to  the 
conservation  of  this  species  because  of 
its  contribution  to  the  genetic  diversity 
of  the  species  (McGlaughlin  and  Friar 
2007,  p.  329).  Subunit  7C  contains 
physical  and  biological  features  that  are 
essential  to  the  conservation  of 
Ambrosia  pumila,  including  sandy  loam 
or  clay  soils  located  on  an  upper  terrace 
of  a  water  source,  which  provide 
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nutrients,  moisture,  and  periodic 
flooding  presumed  necessary  for  the 
plant’s  persistence  (PCE  1),  and 
nonnative  grassland  habitat  type,  which 
allows  adequate  sunlight  and  airflow  for 
A.  pumila  (PCE  2).  The  physical  and 
biological  features  essential  to  the 
conservation  of  the  species  in  this 
subunit  may  require  special 
management  considerations  or 
protection  on  State,  local  government, 
and  privately  owned  lands,  and 
continued  management  and  protection 
on  federally  owned  lands  to  address 
threats  from  nonnative  plant  species  in 
situations  where  nonnative  species  are 
outcompeting  A.  pumila  for  resources, 
and  human  encroachment.  Please  see 
the  “Special  Management 
Considerations  or  Protection”  section  of 
this  proposed  rule  for  a  discussion  of 
the  threats  to  A.  pumila  habitat  and 
potential  management  considerations. 

Effects  of  Critical  Habitat  Designation 

Section  7  Consultation 

Section  7(a)(2)  of  the  Act  requires 
Federal  agencies,  including  the  Service, 
to  ensure  that  actions  they  fund, , 
authorize,  or  carry  out  are  not  likely  to 
destroy  or  adversely  modify  critical 
habitat.  Decisions  by  the  5th  and  9th 
Circuit  Courts  of  Appeal  have 
invalidated  our  definition  of 
“destruction  or  adverse  modification” 
(50  CFR  402.02)  (see  Gifford  Pinchot 
Task  Force  v.  U.S.  Fish  and  Wildlife 
Service,  378  F.  3d  1059  (9th  Cir  2004) 
and  Sierra  Club  v..  U.S.  Fish  and 
Wildlife  Service  et  al.,  245  F.3d  434, 
442F  (5th  Cir  2001)),  and  we  do  not  rely 
on  this  regulatory  definition  when 
analyzing  whether  an  action  is  likely  to 
destroy  or  adversely  modify  critical 
habitat.  Under  the  statutory  provisions 
of  the  Act,  we  determine  destruction  or 
adverse  modification  on  the  basis  of 
whether,  with  implementation  of  the 
proposed  Federal  action,  the  affected 
critical  habitat  would  remain  functional 
(or  retain  the  current  ability  for  the  PCEs 
to  be  functionally  established)  to  serve 
its  intended  conservation  role  for  the 
species  (Service  2004a,  p.3).  Section 
7(a)(2)  of  the  Act  requires  Federal 
agencies,  including  the  Service,  to 
evaluate  their  actions  with  respect  to 
any  species  that  is  endangered  or 
threatened  and  with  respect  to  its 
critical  habitat,  if  any  is  proposed  or 
designated.  Regulations  implementing 
this  interagency  cooperation  provision 
of  the  Act  are  codified  at  50  CFR  part 
402. 

Section  7(a)(4)  of  the  Act  requires 
Federal  agencies  to  confer  with  us  on 
any  action  that  is  likely  to  jeopardize 
the  continued  existence  of  a  species 


proposed  for  listing  or  result  in 
destruction  or  adverse  modification  of 
proposed  critical  habitat!  Conference 
reports  provide  conservation 
recommendations  to  assist  the  agency  in 
eliminating  conflicts  that  may  be  caused 
by  the  proposed  action.  We  may  issue 
a  formal  conference  report  if  requested 
by  a  Federal  agency.  Formal  conference 
reports  on  proposed  critical  habitat 
contain  an  opinion  that  is  prepared 
according  to  50  CFR  402.14,  as  if  critical 
habitat  were  designated.  We  may  adopt 
the  formal  conference  report  as  the 
biological  opinion  when  the  critical 
habitat  is  designated,  if  no  substantial 
new  information  or  changes  in  the 
action  alter  the  content  of  the  opinion 
(see  50  CFR  402.10(d)).  The 
conservation  recommendations  in  a 
conference  report  or  opinion  tire 
advisory. 

If  a  species  is  listed  or  critical  habitat 
is  designated,  section  7(a)(2)  of  the  Act 
requires  Federal  agencies  to  ensure  that 
activities  they  authorize,  fund,  or  carry 
out  are  not  likely  to  jeopardize  the 
continued  existence  of  such  a  species  or 
to  destroy  or  adversely  modify  its 
critical  habitat.  If  a  Federal  action  may 
affect  a  listed  species  or  its  critical 
habitat,  the  responsible  Federal  agency 
(action  agency)  must  enter  into 
consultation  with  us.  As  a  result  of  this 
consultation,  we  document  compliance 
with  the  requirements  of  section  7(a)(2) 
through  our  issuance  of: 

1.  A  concurrence  letter  for  Federal 
actions  that  may  affect,  but  are  not 
likely  to  adversely  affect,  listed  species 
or  critical  habitat;  or 

2.  A  biological  opinion  for  Federal 
actions  that  may  affect,  and  are  likely  to 
adversely  affect,  listed  species  or  critical 
habitat. 

An  exception  to  the  concurrence 
process  referred  to  in  (1)  above  occurs 
in  consultations  involving  National  Fire 
Plan  projects.  In  2004,  the  U.S.  Forest 
Service  and  the  U.S.  Bureau  of  Land 
Management  (BLM)  reached  agreements 
with  the  Service  to  streamline  a  portion 
of  the  section  7  consultation  process 
(BLM-ACA  2004,  pp.  1-8;  FS-ACA 
2004,  pp.  1-8).  The  agreements  allow 
the  U.S.  Forest  Service  and  the  Bureau 
of  Land  Management  the  opportunity  to 
make  “not  likely  to  adversely  affect” 
determinations  for  projects 
implementing  the  National  Fire  Plan. 
Such  projects  include  prescribed  fire, 
mechanical  fuels  treatments  (thinning 
and  removal  of  fuels  to  prescribed 
objectives),  emergency  stabilization, 
burned  area  rehabilitation,  road 
maintenance  and  operation  activities, 
ecosystem  restoration,  and  culvert 
replacement  actions.  The  U.S.  Forest 
Service  and  the  Bureau  of  Land 


Management  must  insure  staff  is 
properly  trained,  and  both  agencies 
must  submit  monitoring  reports  to  the 
Service  to  determine  if  the  procedures 
are  being  implemented  properly  and 
effects  on  endangered  species  and  their 
habitats  are  being  properly  evaluated. 

As  a  result  we  do  not  believe  the 
alternative  consultation  processes  being 
implemented  as  a  result  of  the  National 
Fire  Plan  will  differ  significantly  from 
those  consultations  being  conducted  by 
the  Service. 

If  we  issue  a  biological  opinion 
concluding  that  a  project  is  likely  to 
jeopardize  the  continued  existence  of  a 
listed  species  or  destroy  and/or 
adversely  modify  critical  habitat,  we 
also  provide  reasonable  and  prudent 
alternatives  to  the  project,  if  any  are 
identifiable.  We  define  “reasonable  and 
prudent  alternatives”  at  50  CFR  402.02 
as  alternative  actions  identified  during 
consultation  that: 

•  Can  be  implemented  in  a  manner 
consistent  with  the  intended  purpose  of 
the  action, 

•  Can  be  implemented  consistent  with 
the  scope  of  the  Federal  agency’s  legal 
authority  and  jurisdiction, 

•  Are  economically  and 
technologically  feasible,  and 

•  Would,  in  the  Director’s  opinion, 
avoid  jeopardizing  the  continued 
existence  of  the  listed  species  or 
destroying  or  adversely  modifying 
critical  habitat. 

Reasonable  and  prudent  alternatives 
can  vary  from  slight  project 
modifications  to  extensive  redesign  or 
relocation  of  the  project.  Costs 
associated  with  implementing  a 
reasonable  and  prudent  alternative  are 
similarly  variable. 

Regulations  at  50  CFR  402.16  require 
Federal  agencies  to  reinitiate 
consultation  on  previously  reviewed 
actions  in  instances  where  we  have 
listed  a  new  species  or  subsequently 
designated  critical  habitat  that  may  be 
affected  and  the  Federal  agency  has 
retained  discretionary  involvement  or 
control  over  the  action  (or  the  agency’s 
discretionary  involvement  or  control  is 
authorized  by  law).  Consequently, 
Federal  agencies  may  sometimes  need  to 
request  reinitiation  of  consultation  with 
us  on  actions  for  which  formal 
consultation  has  been  completed,  if 
those  actions  with  discretionary 
involvement  or  control  may  affect 
subsequently  listed  species  or 
designated  critical  habitat. 

Federal  activities  that  may  affect 
Ambrosia  pumila  or  its  designated 
critical  habitat  require  section  7 
consultation  under  the  Act.  Activities 
on  State,  Tribal,  local,  or  private  lands 
requiring  a  Federal  permit  (such  as  a 
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permit  from  the  U.S.  Army  Corps  of 
Engineers  under  section  404  of  the 
Clean  Water  Act  (33  U.S.C.  1251  et  seq.) 
or  a  permit  from  us  under  section  10  of 
the  Act)  or  involving  some  other  Federal 
action  (such  as  funding  from  the  Federal 
Highway  Administration,  Federal 
Aviation  Administration,  or  the  Federal 
Emergency  Management  Agency)  are 
subject  to  the  section  7  consultation 
process.  Federal  actions  not  affecting 
listed  species  or  critical  habitat,  and 
actions  on  State,  Tribal,  local,  or  private 
lands  that  are  not  federally  funded, 
authorized,  or  permitted,  do  not  require 
section  7  consultations. 

Application  of  the  Adverse  Modification 
Standard 

The  key  factor  related  to  the  adverse 
modification  determination  is  whether, 
with  implementation  of  the  proposed 
Federal  action,  the  affected  critical 
habitat  would  continue  to  serve  its 
intended  conservation  role  for  the 
species,  or  would  retain  its  current 
ability  for  the  PCEs  to  be  functionally 
established.  Activities  that  may  destroy 
or  adversely  modify  critical  habitat  are 
those  that  alter  the  physical  and 
biological  features  (PCEs)  to  an  extent 
that  appreciably  reduces  the  . 
conservation  value  of  critical  habitat  for 
Ambrosia  pumila.  Generally,  the 
conservation  role  of  the  A.  pumila 
proposed  critical  habitat  units  is  to 
support  the  various  life-history  needs 
and  provide  for  the  conservation  of  the 
species. 

Section  4(b)(8)  of  the  Act  requires  us 
to  briefly  evaluate  and  describe  in  any 
proposed  or  final  regulation  that 
designates  critical  habitat  those 
activities  involving  a  Federal  action  that 
may  destroy  or  adversely  modify  such 
habitat,  or  that  may  be  affected  by  such 
designation.  Activities  that  may  destroy 
or  adversely  modify  critical  habitat  may 
also  jeopardize  the  continued  existence 
of  the  species. 

Activities  that,  when  carried  out, 
funded,  or  authorized  by  a  Federal 
agency,  may  adversely  affect  critical 
habitat  and  therefore  should  result  in 
consultation  for  Ambrosia  pumila 
include  actions  that  would  adversely 
affect  the  species’  exposure  to  adequate 
moisture,  nutrients,  sunlight,  airflow, 
and  periodic  flooding.  For  example: 

(1)  Actions  that  would  alter  the 
configuration  of  the  water  sources 
associated  with  Ambrosia  pumila 
habitat  or  the  upper  terraces  where  A. 
pumila  habitat  is  found.  Such  activities 
could  include,  but  are  not  limited  to, 
water  impoundment,  stream 
channelization,  water  diversion,  water 
withdrawal,  and  development  activities. 
These  activities  could  alter  the 


biological  and  physical  features  that 
provide  the  appropriate  habitat  for  A. 
pumila  by  altering  or  eliminating 
flooding  events  that  this  species  may 
rely  on  for  dispersal,  seed  germination, 
and  control  of  competitors;  reducing  or 
increasing  the  availability  of 
groundwater  that  may  result  in  a  shift  of 
habitat  type  to  a  community  unsuitable 
for  A.  pumila  (shrub-  or  tree-dominated 
habitat,  which  would  inhibit  exposure 
to  needed  sunlight  and  airflow);  or 
causing  increased  erosion  that  could 
remove  soils  appropriate  for  A.  pumila 
growth. 

(2)  Activities  that  remove  soils 
appropriate  for  A.  pumila  growth  such 
as  plowing  or  grading,  or  activities  that 
change  the  characteristics  of  soils  so 
that  A.  pumila  growth  is  impeded,  such 
as  soil  compaction  due  to  hiking  and 
vehicle  use  also  adversely  affect  critical 
habitat. 

We  consider  all  of  the  units  and 
subunits  proposed  as  critical  habitat  to 
contain  features  essential  to  the 
conservation  of  Ambrosia  pumila.  All 
units  are  within  the  geographic  range  of 
the  species,  were  occupied  at  the  time 
of  listing,  and  are  currently  occupied  by 
A.  pumila.  To  ensure  that  their  actions 
do  not  jeopardize  the  continued 
existence  of  A.  pumila,  Federal  agencies 
already  consult  with  us  on  activities  in 
areas  currently  occupied  by  A.  pumila, 
or  in  unoccupied  areas  if  the  species 
may  be  affected  by  their  actions. 

Exemptions 

Application  of  Section  4(a)(3)  of  the  Act 

The  Sikes  Act  Improvement  Act  of 
1997  (Sikes  Act)  (16  U.S.C.  670a) 
required  each  military  installation  that 
includes  land  and  water  suitable  for  the 
conservation  and  management  of 
natural  resources  to  complete  an 
integrated  natural  resources 
management  plan  (INRMP)  by 
November  17,  2001.  An  INRMP 
integrates  implementation  of  the 
military  mission  for  the  installation 
with  stewardship  of  the  natural 
resources  found  on  the  base.  Each 
INRMP  includes: 

•  An  assessment  of  the  ecological 
needs  on  the  installation,  including  the 
need  to  provide  for  the  conservation  of 
listed  species; 

•  A  statement  of  goals  and  priorities; 

•  A  detailed  description  of 
management  actions  to  be  implemented 
to  provide  for  these  ecological  needs; 
and 

•  A  monitoring  and  adaptive 
management  plan. 

Among  other  things,  an  INRMP  must, 
to  the  extent  appropriate  and  applicable, 
provide  for  fish  and  wildlife 


management;  fish  and  wildlife  habitat 
enhancement  or  modification;  wetland 
protection,  enhancement,  and 
restoration  where  necessary  to  support 
fish  and  wildlife;  and  enforcement  of 
applicable  natural  resource  laws. 

The  National  Defense  Authorization 
Act  for  Fiscal  Year  2004  (Pub.  L.  No. 
1088-136)  amended  the  Endangered 
Species  Act  to  limit  areas  eligible  for 
designation  as  critical  habitat. 
Specifically,  section  4(a)(3)(B)(i)  of  the 
Act  (16  U.S.C.  1533(a)(3)(B)(i))  now 
provides:  “The  Secretary  shall  not 
designate  as  critical  habitat  any  lands  or 
other  geographical  areas  owned  or 
controlled  by  the  Department  of 
Defense,  or  designated  for  its  use,  that 
are  subject  to  an  integrated  natural 
resources  management  plan  prepared 
under  section  101  of  the  Sikes  Act  (16 
U.S.C.  670a),  if  the  Secretary  determines 
in  writing  that  such  plan  provides  a 
benefit  to  the  species  for  which  critical 
habitat  is  proposed  for  designation.” 

There  are  no  Department  of  Defense 
lands  with  a  completed  INRMP  within 
the  proposed  critical  habitat 
designation.  Therefore,  there  are  no 
lands  that  meet  the  criteria  for  being 
exempted  from  the  designation  of 
critical  habitat  pursuant  to  section 
4(a)(3)  of  the  Act. 

Exclusions 

Application  of  Section  4(b)(2)  of  the  Act 

Section  4(b)(2)  of  the  Act  states  that 
the  Secretary  must  designate  or  revise 
critical  habitat  on  the  basis  of  the  best 
available  scientific  data  after  taking  into 
consideration  the  economic  impact, 
national  security  impact,  and  any  other 
relevant  impact  of  specifying  any 
particular  area  as  critical  habitat.  The 
Secretary  may  exclude  an  area  from 
critical  habitat  if  he  determines  that  the 
benefits  of  such  exclusion  outweigh  the 
benefits  of  specifying  such  area  as  part 
of  the  critical  habitat,  unless  he 
determines,  based  on  the  best  scientific 
data  available,  that  the  failure  to 
designate  such  area  as  critical  habitat 
will  result  in  the  extinction  of  the 
species.  In  making  that  determination, 
the  legislative  history  is  clear  that  the 
Secretary  has  broad  discretion  regarding 
which  factor(s)  to  use  and  how  much 
weight  to  give  to  any  factor. 

Under  section  4(b)(2)  of  the  Act,  in 
considering  whether  to  exclude  a 
particular  area  from  the  designation,  we 
must  identify  the  benefits  of  including 
the  area  in  the  designation,  identify  the 
benefits  of  excluding  the  area  from  the 
^designation,  and  determine  whether  the 
benefits  of  exclusion  outweigh  the 
benefits  of  inclusion.  If,  based  on  this 
analysis,  we  determine  that  the  benefits 
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of  exclusion  outweigh  the  benefits  of 
inclusion,  we  can  exclude  the  area  only 
if  such  exclusion  would  not  result  in  the 
extinction  of  the  species. 

Exclusions  Based  on  Habitat 
Conservation  Plans  (HCPs) 

Under  section  4(b)(2)  of  the  Act,  we 
consider  any  other  relevant  impacts,  in 
addition  to  economic  impacts  and 
impacts  to  national  security.  We 
consider  a  number  of  factors  including 
whether  the  landowners  have  developed 
any  HCPs  or  other  management  plans 
for  the  area,  or  whether  there  are 
conservation  partnerships  that  would  be 
encouraged  by  designation  of,  or 
exclusion  from,  critical  habitat.  In 
addition,  we  look  at  any  Tribal  issues, 
and  consider  the  govemment-to- 
government  relationship  of  the  United 
States  with  Tribal  entities.  We  also 
consider  any  social  impacts  that  might 
occur  because  of  the  designation. 

In  the  following  sections,  we  address 
a  number  of  general  issues  that  are 
relevant  to  the  exclusions  we  are 
considering.  Additionally,  we  are 
preparing  a  draft  economic  analysis  of 
the  impacts  of  the  proposed  critical 
habitat  designation  and  related  factors, 
which  will  be  available  for  public 
review  and  comment  when  it  is 
complete.  Based  on  public  comment  on 
that  document  and  the  proposed 
designation  itself,  as  well  as  the 
information  in  the  fined  economic 
analysis,  the  Secretary  may  exclude 
from  critical  habitat  areas  different  from 
those  identified  for  possible  exclusion 
in  this  proposed  rule  under  the 
provisions  of  section  4(b)(2)  of  the  Act, 
up  to  and  including  all  areas  proposed 
for  designation.  This  is  also  addressed 
in  our  implementing  regulations  at  50 
CFR  424.19. 

Ambrosia  pumila  is  a  covered  species 
under  the  Western  Riverside  County 
Multiple  Species  Habitat  Conservation 
Plan  (Western  Riverside  County 
MSHCP),  the  City  of  San  Diego  Subarea 
Plan  under  the  Multiple  Species 
Conservation  Program  (MSCP),  and  the 
County  of  San  Diego  Subarea  Plan  under 
the  MSCP.  We  are  considering  exclusion 
of  lands  covered  by  each  of  these  plans. 
Portions  of  the  proposed  critical  habitat 
subunits  may  warrant  exclusion  from 
the  proposed  designation  of  critical 
habitat  under  section  4(b)(2)  of  the  Act 
based  on  the  partnerships,  management, 
and  protection  afforded  under  these 
approved  and  legally  operative  HCPs.  In 
this  proposed  rule,  we  are  seeking  input 
from  the  stakeholders  in  these  HCPs, 
peer  reviewers,  and  the  public  as  to 
whether  or  not  we  should  exclude  these 
areas  from  the  final  critical  habitat 
designation.  Below  is  a  brief  description 


of  each  plan  and  the  lands  proposed  as 
critical  habitat  that  are  covered  by  each 
plan. 

Western  Riverside  County  Multiple 
Species  Habitat  Conservation  Plan 
(Western  Riverside  County  MSHCP) 

The  Western  Riverside  County 
MSHCP  is  a  large-scale,  multi- 
jurisdictional  HCP  encompassing  about 
1.26  million  ac  (510,000  ha)  in  western 
Riverside  County.  The  Western 
Riverside  County  MSHCP  plan  area 
encompasses  Units  1,2,  and  3  of 
proposed  critical  habitat  for  Ambrosia 
pumila.  The  Western  Riverside  County 
MSHCP  addresses  146  listed  and 
unlisted  “covered  species,”  including 
A.  pumila.  Participants  in  the  Western 
Riverside  County  MSHCP  include  14 
cities;  the  County  of  Riverside, 
including  the  Riverside  County  Flood 
Control  and  Water  Conservation  Agency 
(County  Flood  Control),  Riverside 
County  Transportation  Commission, 
Riverside  County  Parks  and  Open  Space 
District,  and  Riverside  County  Waste 
Department;  California  Department  of 
Parks  and  Recreation;  and  the  California 
Department  of  Transportation.  The 
Western  Riverside  County  MSHCP  was 
designed  to  establish  a  multi-species 
conservation  program  that  minimizes 
and  mitigates  the  expected  loss  of 
habitat  and  the  incidental  take  of 
covered  species.  On  June  22,  2004,  the 
Service  issued  a  single  incidental  take 
permit  (TE-088609-0)  under  section 
10(a)(1)(B)  of  the  Act  to  22  permittees 
under  the  MSHCP  for  a  period  of  75 
years. 

The  Western  Riverside  County 
MSHCP  will  establish  approximately 
153,000  ac  (61,917  ha)  of  new 
conservation  lands  (Additional  Reserve 
Lands)  to  complement  the  approximate 
347,000  ac  (140,426  ha)  of  pre-existing 
natural  and  open  space  areas  (Public/ 
Quasi-Public  lands).  These  Public/ 
Quasi-Public  lands  include  those  under 
Federal  ownership,  primarily  managed 
by  the  U.S.  Forest  Service  and  Bureau 
of  Land  Management,  and  also 
permittee-owned  open-space  areas  (such 
as  State  parks,  County  Flood  Control, 
and  county  park  lands).  Collectively,  the 
Additional  Reserve  Lands  and  Public/ 
Quasi-Public  lands  form  the  overall 
Western  Riverside  County  MSHCP 
Conservation  Area.  The  precise 
configuration  of  the  153,000  ac  (61,916 
ha)  of  Additional  Reserve  Lands  is  not 
mapped  or  identified  in  the  MSHCP,  but 
rather  is  based  on  textual  descriptions  of 
a  Conceptual  Reserve  Design  within  the 
bounds  of  a  310,000  ac  (125,453  ha) 
“Criteria  Area”  that  is  interpreted  as 
implementation  of  the  MSHCP 
proceeds. 


Specific  conservation  objectives 
stated  in  the  Western  Riverside  County  . 
MSHCP  for  Ambrosia  pumila  include 
conserving  at  least  21,800  ac  (8,822  ha) 
of  occupied  or  suitable  habitat  for  the 
species.  This  goal  will  be  attained 
through  acquisition  or  other  dedications 
of  land  assembled  from  within  the 
Criteria  Area  (i.e.,  the  Additional 
Reserve  Lands)  or  Narrow  Endemic  Plan 
Species  Survey  Area  and  through 
coordinated  management  of  existing 
Public/Quasi-Public  lands.  We  mapped 
a  “Conceptual  Reserve  Design”  that 
illustrates  existing  Public/Quasi-Public 
lands  and  predicts  the  geographic 
distribution  of  the  Additional  Reserve 
Lands  based  on  our  interpretation  of  the 
textual  descriptions  of  habitat 
conservation  necessary  to  meet  MSHCP 
conservation  goals.  Our  Conceptual 
Reserve  Design  was  intended  to  predict 
one  possible  future  configuration  of 
153,000  ac  (61,916  ha)  of  Additional 
Reserve  Lands  in  conjunction  with  the 
existing  Public/Quasi-Public  lands, 
including  approximately  21,800  ac 
(8,822  ha)  of  “suitable”  A.  pumila 
habitat,  that  will  be  conserved  to  meet 
the  goals  and  objectives  of  the  plan 
(Service  2004b,  p.  73). 

Preservation  and  management  of 
approximately  21,800  ac  (8,822  ha)  of 
suitable  Ambrosia  pumila  habitat  under 
the  Western  Riverside  County  MSHCP 
will  contribute  to  conservation  and 
ultimate  recovery  of  this  species. 
Ambrosia  pumila  is  threatened 
primarily  by  habitat  loss  due  to 
urbanization,  flood  control,  and 
nonnative  species  competition  (Service 
2004b,  pp.  334—342).  TTie  Western 
Riverside  County  MSHCP  aims  to 
remove  or  reduce  threats  to  this  species 
and  its  PCEs  as  the  plan  is  implemented 
by  placing  large  blocks  of  occupied  and 
unoccupied  habitat  into  preservation 
throughout  the  Conservation  Area. 

Areas  identified  for  conservation 
include  the  occurrences  at  the  Barry 
Jones  (Skunk  Hollow)  Wetland 
Mitigation  Bank  (Unit  2),  and  the 
occurrence  near  Temescal  Creek  at 
Nichols  Road  (Subunit  IB). 
Additionally,  the  Western  Riverside 
County  MSHCP  anticipated 
conservation  of  a  third  occurrence 
(Subunit  1A),  near  Temescal  Creek  east 
of  Lake  Street,  in  accordance  with  its 
Narrow  Endemics  Policy  (Dudek  2003, 
pp.  P-327-P-328). 

Additionally,  the  Western  Riverside 
County  MSHCP  requires  surveys  for  A. 
pumila  as  part  of  the  project  review 
process  for  public  and  private  project 
proposals  where  suitable  habitat  is 
present  within  a  defined  narrow 
endemic  species  survey  area  (see 
Narrow  Endemic  Species  Survey  Area 
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Map,  Figure  6-1  of  the  Western 
Riverside  Comity  MSHCP,  Volume  I  in 
Dudek  2003).  For  locations  with 
positive  survey  results,  90  percent  of 
those  portions  of  the  property  that 
provide  long-term  conservation  value 
for  the  species  will  be  avoided  until  it 
is  demonstrated  that  the  conservation 
objectives  for  the  species  are  met  (see 
Additional  Survey  Needs  and 
Procedures;  Western  Riverside  County 
MSHCP,  Volume  1,  section  6.3.2  in 
Dudek  2003). 

The  survey  requirements,  avoidance 
and  minimization  measures,  and 
management  for  Ambrosia  pumila  (and 
its  PCEs)  provided  for  in  the  Western 
Riverside  County  MSHCP  are  expected 
to  benefit  this  species  on  public  and 
private  lands  covered  by  the  plan.  We 
are  considering  the  exclusion  of 
approximately  263  ac  (106  ha)  of  private 
lands  and  permittee-owned  or 
controlled  Public/Quasi-Public  lands  in 
Units  1  (Subunits  1A  and  IB),  2,  and  3 
within  the  Western  Riverside  County 
MSHCP  Plan  Area  from  the  final  critical 
habitat  designation  under  section  4(b)(2) 
of  the  Act.  The  Western  Riverside 
County  MSHCP  has  several  measures  in 
place  to  ensure  the  plan  is  implemented 
in  a  way  that  conserves  Ambrosia 
pumila  in  accordance  with  the  species- 


specific  criteria  and  objectives  for  this 
species.  Projects  in  the  areas  proposed 
as  critical  habitat  conducted  or 
approved  by  Western  Riverside  County 
MSHCP  permittees  are  subject  to  the 
conservation  requirements  of  the 
MSHCP.  For  projects  that  may  impact  A. 
pumila,  various  policies  (including  the 
Narrow  Endemic  Plant  Species  Policy 
(in  Dudek  2003))  may  provide 
additional  conservation  requirements. 

-  The  Western  Riverside  County 
MSHCP  incorporates  many  processes 
that  allow  for  Service  oversight  and 
participation  in  program 
implementation.  These  processes 
include:  (1)  Consultation  with  the 
Service  on  a  long-term  management  and 
monitoring  plan;  (2)  submission  of 
annual  monitoring  reports;  (3)  annual 
status  meetings  with  the  Service;  and  (4) 
submission  of  annual  implementation 
reports  to  the  Service  (Service  2004b, 
pp.  9-10).  Below  we  provide  a  brief 
analysis  of  the  lands  in  Units  1,2,  and 
3  that  we  are  considering  for  exclusion 
and  how  each  area  is  covered  by  the 
Western  Riverside  Comity  MSHCP  or 
other  conservation  measures. 

We  are  considering  to  exclude  from 
critical  habitat  designation  three  Units 
that  are  within  the  boundaries  of  the 
Western  Riverside  County  MSHCP. 


Within  Unit  1,  the  County-owned 
portion  of  Subunit  1A  is  conserved  and 
is  currently  managed  for  the  County  of 
Riverside  by  the  Western  Riverside 
County  Regional  Conservation 
Authority;  transfer  of  ownership  to  the 
Western  Riverside  County  Regional 
Conservation  Authority  is  planned  for 
the  near  future.  Subunit  IB  is  on 
privately  owned  lands  and  is  not 
currently  conserved  or  managed  for  A. 
pumila.  It  is  also  within  the  Western 
Riverside  County  MSHCP  Criteria  Area, 
but  not  within  the  Narrow  Endemic 
Plan  Species  Survey  Area.  Unit  2  is  on 
privately  owned  lands  and  is  conserved 
and  managed  by  the  Center  for  Natural 
Lands  Management  as  part  of  the  Barry 
Jones  (Skunk  Hollow)  Wetland 
Mitigation  Bank.  Unit  3  is  on  privately 
owned  lands  and  is  not  currently 
conserved  or  managed  for  A.  pumila.  It 
is  not  within  the  Western  Riverside 
County  MSHCP  Criteria  Area  or  the 
Narrow  Endemic  Plan  Species  Survey 
Area. 

The  approximate  amount  of  land  that 
meets  the  definition  of  critical  habitat 
for  Ambrosia  pumila  within  the 
Western  Riverside  County  MSHCP  and 
conservation  status  of  those  lands  is 
summarized  in  Table  2. 


Table  2— Lands  under  the  Western  Riverside  County  Multiple  Species  Habitat  Conservation  Plan  (MSHCP) 
THAT  MEET  THE  DEFINITION  OF  CRITICAL  HABITAT  FOR  Ambrosia  pumila. 


Unit/Subunit 

Within  Western  Riverside 
County  MSHCP 

Within  MSHCP 
Conservation  Area 

Outside  of  Conceptual 
Reserve  Design  but  Within 
Criteria  Area 

acres 

hectares 

acres 

hectares 

1A.  Alberhill 

41.4 

16.8 

23.4 

9.5 

34.9 

14.1 

IB.  Nichols  Road 

70.4 

28.5 

0.0 

0.0 

1.1 

0.5 

Unit  2:  Skunk  Hollow  Vernal  Pool  watershed 

118.1 

47.8 

7.0 

2.8 

0.0 

0.0 

Unit  3:  Santa  Gertrudis  Creek  watershed 

32.5 

13.2 

o 

o 

o 

d 

0.0 

0.0 

Totals: 

262.5 

106.2 

•  30.4 

12.3 

36.0 

14.6 

■  *  Values  in  this  table  may  not  sum  flue  to  rounding. 


In  summary,  we  are  considering 
exclusion  of  approximately  263  ac  (106 
ha)  of  Ambrosia  pumila  habitat  on 
private  lands  and  permittee-owned  or 
controlled  lands  in  Subunits  1A  and  IB 
and  Units  2  and  3  that  meet  the 
definition  of  critical  habitat  for  A. 
pumila  within  the  Western  Riverside 
County  MSHCP  under  section  4(b)(2)  of 
the  Act.  The  2002  final  listing  rule  for 
A.  pumila  identified  the  following 
primary  threats  to  A.  pumila :  habitat 
destruction  and  fragmentation  caused 
by  urban  development;  highway  and 
utility  corridor  construction,  expansion, 


and  maintenance;  sheep  grazing;  human 
encroachment  on  foot,  horses,  and 
vehicles;  weed  abatement  and  fire 
suppression  practices  (including 
mowing  in  mid  summer  to  early  fall 
when  mowing  would  remove  flowering 
portions  of  the  aerial  stems,  discing,  and 
plowing);  stochastic  events  such  as  fire 
or  drought;  and  competition  from 
nonnative  plant  species  (67  FR  44372). 
The  implementation  of  the  Western 
Riverside  County  MSHCP  helps  to 
address  these  threats  through  a  regional 
planning  effort,  and  outlines  species- 
specific  objectives  and  criteria  for  the 


conservation  of  A.  pumila.  We  will 
analyze  the  benefits  of  inclusion  and 
exclusion  of  this  area  from  critical 
habitat  under  section  4(b)(2)  of  the  Act. 
We  encourage  any  public  comment  in 
relation  to  our  consideration  of  the  areas 
in  Units  1,2,  and  3  for  inclusion  or 
exclusion  (see  Public  Comments  section 
above). 
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San  Diego  Multiple  Species 
Conservation  Program  (MSCP) — City 
and  County  of  San  Diego’s  Subarea 
Plans 

The  MSCP  Plan  is  a  framework  HCP 
that  has  been  in  place  for  more  than  a 
decade.  The  plan  area  encompasses 
approximately  582,243  ac  (235,626  ha) 
(County  of  San  Diego  1997,  p.  1—1; 

MSCP  1998,  pp.  2-1,  and  4-2  to  4—4) 
and  provides  for  conservation  of  85  * 
federally  listed  and  sensitive  species 
(“covered  species”)  through  the 
establishment  and  management  of 
approximately  171,920  ac  (69,574  ha)  of 
preserve  lands,  including  lands  within 
the  Multi-Habitat  Planning  Area 
(MHPA;  City  of  San  Diego)  and  the  Pre- 
Approved  Mitigation  Areas  (PAMA; 
County  of  San  Diego).  The  MSCP  was 
developed  in  support  of  applications  for 
incidental  take  permits  for  several 
federally  listed  species  by  12 
participating  jurisdictions  and  many 
other  stakeholders  in  southwestern  San 
Diego  County.  Under  the  umbrella  of  the 
MSCP,  each  of  the  12  participating 
jurisdictions  is  required  to  prepare  a 
subarea  plan  that  implements  the  goals 
of  the  MSCP  within  that  particular 
jurisdiction.  Ambrosia  pumila  was 
evaluated  in  the  County  of  San  Diego 
and  the  City  of  San  Diego  Subarea  Plans. 
We  are  considering  exclusion  of  lands 
within  the  City  of  San  Diego  and  County 
of  San  Diego  Subarea  Plans. 

Specifically,  we  are  considering  the 
exclusion  of  278  ac  (113  ha)  in  Unit  5, 
Unit  6,  Subunit  7 A,  and  non-federally 
owned  portions  of  7B  and  7C  (see 
Tables  3  and  4). 

Those  areas  of  the  MSCP  preserve 
are  already  conserved,  as  well  as  those 
areas  that  are  designated  for  inclusion  in 
the  preserve  under  the  plan,  are  referred 
to  as  the  “preserve  area”  in  this 
proposed  critical  habitat  designation. 
Upon  completion  of  preserve  assembly 
by  the  end  of  the  permit  term, 
approximately  171,920  ac  (69,574  ha)  of 
the  582,243-ac  (235,626-ha)  MSCP  plan 
area  will  be  preserved  (MSCP  1998,  pp. 
2-1,  and  4-2  to  4-4).  The  City  of  San 
Diego’s  preserve  is  delineated  by 
mapped  preserve  boundaries  referred  to 
as  “hardline”  boundaries  (the  Multi- 
Habitat  Planning  Area).  Most  of  the 
County  of  San  Diego  preserve  areas  do 
not  have  “hardline”  boundaries,  but  the 
County’s  subarea  plan  identifies  areas 
where  mitigation  activities  should  be 
focused  to  assemble  its  preserve  areas 
(the  Pre-Approved  Mitigation  Areas). 

When  the  MSCP  preserve  is 
completed,  the  public  sector  (Federal, 
State,  and  local  government,  and  general 
public)  will  have  contributed 
approximately  108,750  ac  (44,010  ha) 


(63.3  percent)  to  the  preserve. 
Approximately  81,750  ac  (33,083  ha)  (48 
percent)  was  existing  public  land  when 
the  MSCP  was  established  and  at  least 
27,000  ac  (10,927  ha)  (16  percent)  will 
have  been  acquired.  At  completion,  the 
private  sector  will  have  contributed  at 
least  63,170  ac  (25,564  ha)  (37  percent) 
to  the  preserve  as  part  of  the 
development  process,  either  through 
avoidance  of  impacts  or  as 
compensatory  mitigation  for  impacts  to 
biological  resources.  Federal  and  State 
governments,  local  jurisdictions  and 
special  districts,  and  managers  of 
privately  owned  lands  currently  and  in 
the  future  will  manage  and  monitor 
their  lands  in  the  preserve  for  species 
and  habitat  protection  (MSCP  1998,  pp. 
2-1,  and  4-2  to  4-4). 

Private  lands  within  the  Multi-Habitat 
Planning  Area  and  Pre-Approved 
Mitigation  Areas  are  subject  to  special 
restrictions  on  development,  and  lands 
that  are  dedicated  to  the  preserve  must 
be  permanently  protected  and  managed 
to  conserve  the  covered  species.  Public 
lands  owned  by  the  Cities,  County,  State 
of  California,  and  the  Federal 
Government  that  are  identified  for 
conservation  under  the  MSCP  must  also 
be  protected  and  permanently  managed 
to  conserve  the  covered  species. 

Numerous  processes  are  incorporated 
into  the  MSCP  that  allow  Service 
oversight  of  the  MSCP  implementation. 
For  example,  the  MSCP  imposes  annual 
reporting  requirements,  provides  for 
Service  review  and  approval  of 
proposed  subarea  plan  amendments  and 
preserve  boundary  adjustments,  and 
provides  for  Service  review  and 
comment  on  projects  during  the 
California  Environmental  Quality  Act 
review  process.  We  also  chair  the  MSCP 
Habitat  Monitoring  Subcommittee 
(MSCP  1998,  pp.  5-11  to  5-23).  Each 
MSCP  subarea  plan  must  account 
annually  for  the  progress  it  is  making  in 
assembling  conservation  areas  and  show 
that  preserve  assembly  is  in  rough  step 
with  the  development  allowed  in  each 
jurisdiction.  We  must  receive  annual 
reports  that  include,  both  by  project  and 
cumulatively,  the  habitat  acreage  lost 
and  conserved  within  the  subareas.  This 
accounting  process  ensures  that  habitat 
conservation  proceeds  in  rough 
proportion  to  habitat  loss  and  in 
compliance  with  the  MSCP  subarea 
plans  and  the  plans’  associated 
implementing  agreements. 

The  subarea  plans  under  the  MSCP 
contain  requirements  to  monitor  and 
adaptively  manage  Ambrosia  pumila 
habitats  and  provide  for  the 
conservation  of  this  species’  PCEs.  The 
framework  and  area-specific 
management  plans  are  required  to  be 


comprehensive  and  address  a  broad 
range  of  management  needs  at  the 
preserve  and  species  levels  that  are 
intended  to  reduce  the  threats  to 
covered  species  and  thereby  contribute 
to  the  recovery  of  the  species.  These 
plans  are  to  include  the  following:  (1) 
Fire  management;  (2)  public  access 
control;  (3)  fencing  and  gates;  (4)  ranger 
patrol;  (5)  trail  maintenance;  (6)  visitor, 
interpretive,  and  volunteer  services;  (7) 
hydrological  management;  (8)  signage 
and  lighting;  (9)  trash  and  litter  removal; 
(10)  access  road  maintenance;  (11) 
enforcement  of  property  and 
homeowner  requirements;  (12)  removal 
of  invasive  species;  (13)  nonnative 
predator  control;  (14)  species 
monitoring;  (15)  habitat  restoration;  (16) 
management  for  diverse  age  classes  of 
covered  species;  (17)  use  of  herbicides 
and  rodenticides;  (18)  biological 
surveys;  (19)  research;  and  (20)  species 
management  conditions  (MSCP  1998,  p. 
49-97). 

To  protect  Ambrosia  pumila  habitat, 
the  City  and  County  of  San  Diego 
subarea  plans  require  that  development 
be  configured  in  a  manner  that 
minimizes  impacts  to  sensitive 
biological  resources  and  species  covered 
by  those  plans  (Service  1997,  p.  10; 
Service  1998b,  p.  7).  The  City  of  San 
Diego  Subarea  Plan  requires 
preservation  of  90  percent  of  the 
occurrence  of  A.  pumila  at  Mission 
Trails  Regional  Park,  additional  impact 
avoidance  and  other  measures  as 
required  under  the  MSCP  Plan  for 
narrow  endemic  species,  and  area- 
specific  management  directives 
designed  to  maintain  long-term  survival 
in  the  planning  area  (Service  1997,  pp. 
104-105).  Under  the  City  of  San  Diego’s 
subarea  plan,  impacts  to  narrow 
endemic  plants,  including  A.  pumila, 
inside  the  Multi-Habitat  Planning  Area 
will  be  avoided,  and  outside  the  Multi- 
Habitat  Planning  Area  will  be  protected 
as  appropriate  by:  (1)  Avoidance  of 
impacts;  (2)  management;  (3) 
enhancement;  and/or  (4)  transplantation 
to  areas  identified  for  preservation  (City 
of  San  Diego  1997,  p.  105-106;  Service 
1997,  p.  15). 

The  County  of  San  Diego  Subarea 
Plan  provides  three  levels  of  protection 
for  Ambrosia  pumila.  First,  the  Plan 
requires  conservation  of  87  to  100 
percent  of  A.  pumila  occurrences  in  the 
County  Subarea.  Second,  area-specific 
management  directives  must  be 
designed  for  A.  pumila  to  maintain 
long-term  survival  in  the  planning  area 
(Service  1997,  pp.  104-105).  Third,  the 
County  Subarea  Plan  dictates  that  on 
category  3  lands  (lands  for  which  the 
County  Plan  has  not  delineated  preserve 
and  development  boundaries),  any 
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newly  discovered  occurrences  of  A. 
pumila  will  be  protected  by  impact 
avoidance  measures  required  under  the 
County’s  Biological  Mitigation 
Ordinance.  Narrow  endemic  plants, 
including  A.  pumila,  are  conserved 
under  the  Biological  Mitigation 
Ordinance  using'a  process  that:  (1) 
Requires  avoidance  to  the  maximum 
extent  feasible;  (2)  allows  for  a 
maximum  20  percent  encroachment  into 
a  population  if  total  avoidance  is  not 
feasible;  and  (3)  requires  in-kind 
mitigation  at  1-to-l  to  3-to-l  ratios  for 
impacts  if  avoidance  and  minimization 
of  impacts  would  preclude  reasonable 
use  of  the  property  (County  of  San  Diego 
1997,  p.  11;  Service  1998b,  p.  12). 

These  measures  help  protect 
Ambrosia  pumila  and  its  essential 
habitat  whether  located  on  lands 
targeted  for  preserve  status  within  the 


Multi-Habitat  Planning  Area  and  Pre- 
Approved  Mitigation  Areas  or  located 
outside  of  those  areas  in  the  City  and 
County  of  San  Diego  Subareas.  The 
narrow  endemic  policy  for  both  the  City 
and  County  of  San  Diego  subarea  plans 
require  in  situ  conservation  of  A.  pumila 
or  mitigation  to  ameliorate  any  habitat 
loss.  Therefore,  although  some  losses 
may  occur  to  this  species  on  lands  that 
are  not  currently  preserved  or  otherwise 
designated  for  conservation  under  the 
MSCP,  the  preservation,  conservation, 
and  management  of  A.  pumila  provided 
under  the  City  and  County  MSCP  • 
subarea  plans  promotes  the  long-term 
conservation  of  this  species  and  its 
essential  habitat  within  all  areas 
covered  by  the  subarea  plans  under  the 
MSCP. 

The  approximate  acreage  of  land  that 
meets  the  definition  of  critical  habitat 


for  Ambrosia  pumila  within  the  City  of 
San  Diego  Subarea  and  conservation 
status  of  those  lands  is  summarized  in 
Table  3.  The  City  of  San  Diego  has  a 
management  plan  in  place  for  the  A. 
pumila  occurrence  in  Mission  Trails 
Regional  Park  (Dudek  2000),  Ongoing  * 
monitoring  of  that  occurrence  (City  of 
San  Diego  2000,  2001,  2003,  2006,  and 
2008b),  and  ongoing  maintenance  of  the 
Mission  Trails  Regional  Park 
occurrence,  including  building  and 
maintaining  fencing  and  rerouting  or 
closing  trails  to  protect  plants  (Dudek 
2000,  pp.  29-30).  No  management  plan, 
management,  or  monitoring  is  yet  in 
place  for  the  other  non-Federal  lands 
covered  by  the  City  or  County  of  San 
Diego  Subarea  Plans  that  meet  the 
definition  of  critical  habitat  for 
Ambrosia  pumila. 


Table  3— Lands  under  the  City  of  San  Diego  Subarea  Plan  that  meet  the  definition  of  critical  habitat  for 
Ambrosia  pumila  (including  the  Multiple-Habitat  Planning  Area  (MHPA)). 


Unit/Subunit 

$ 

Within  City  of  San  Diego 
Subafea 

Within  City  of  San  Diego 
MHPA 

Conserved  within  City  of 
San  Diego  MHPA* 

acres 

hectares 

acres 

hectares 

acres 

hectares 

Unit  5:  San  Dieguito  River  watershed— Lake  Hodges 

CO 

o 

3.6 

3.1 

1.3 

0.0 

o 

o 

Unit  6:  Sah  Diego  River  watershed — Mission  Trails 
Regional  Park 

197.5 

79.9 

151.5 

46.0 

18.6 

Total  AreaConsidered  for  Exclusion 

206.5 

83.6 

154.6 

62.6 

46.0 

18.6 

'Conserved  outside  of  MHPA:  23.7  ac  (9.6  ha). 
"Values  in  this  table  may  not  sum  due  to  rounding. 


The  approximate  amount  of  land  that  for  Ambrosia  pumila  within  the  County  status  of  those  lands  is  summarized  in 

meets  the  definition  of  critical  habitat  of  San  Diego  Subarea  and  conservation  Table  4. 

Table  4 — Lands  under  the  County  of  San  Diego  Subarea  Plan  that  meet  the  definition  of  critical  habitat 
for  Ambrosia  pumila  (including  Pre-Approved  Mitigation  Areas  (PAMA);  areas  on  Federal  lands  noted  in 

PARENTHESES). 


Unit/Subunit 

Within  County  of  San 
Diego  Subarea 
(on  Federal  lands) 

Within  County  of  San 
Diego  PAMA 
(on  Federal  lands) 

Conserved  within  County 
of  San  Diego  PAMA' 

(on  Federal  lands) 

acres 

hectares 

acres 

hectares 

acres 

hectares 

7A.  Jamul  Road 

38.9 

15.7 

20.4 

8.2 

13.6 

5.5 

7B.  San  Diego  National  Wildlife  Refuge 

132.5 

(116.1) 

53.6 

(47.0) 

116.2 

(116.1) 

47.0 

(47.0) 

116.1 

(116.1) 

47.0 

(47.0) 

7C.  Steele  Canyon  Bridge 

43.7 

(27.6) 

17.7 

(11.2) 

30.6 

(27.6) 

12.4 

(11.2) 

11.5 

(11.2) 

Totals: 

215.2 

(143.7) 

87.1 

(58.1) 

167.1 

(.143.7) 

67.6 

(58.1) 

158.1 

(143.7) 

64.0 

(58.1) 

Total  Area  Considered  for  Exclusion 
(non-Federal  lands  only) 

71.5 

29.0 

23.4 

9.5 

14.4 

5.9 

'Conserved  outside  of  PAMA:  0.1  ac  (0.0  ha) 
"Values  in  this  table  may  not  sum  due  to  rounding. 
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Approximately  51.9  ac  (21.0  ha),  or  25 
percent  of  non-Federal  lands  under  the 
City  of  San  Diego’s  Subarea  Plan  that 
meet  the  definition  of  critical  habitat, 
are  outside  the  Multi-Habitat  Planning 
Area;  approximately  48.1  ac  (23.2  ha),  or 
67.3  percent  of  non-Federal  lands  under 
the  County  of  San  Diego’s  Subarea  Plan 
that  meet  the  definition  of  critical 
habitat,  are  outside  the  Pre-Approved 
Mitigation  Areas.  Consistent  with  the 
narrow  endemic  species  requirements  of 
the  MSCP,  the  lands  outside  the  Pre- 
Approved  Mitigation  Areas  and  Multi- 
Habitat  Planning  Area  will  be  surveyed 
•for  Ambrosia  pumila  prior  to  any 
development  occurring  on  these  lands, 
and  any  occurrences  of  A.  pumila 
discovered  must  be  protected  in 
accordance  with  those  requirements. 
Additionally,  as  stated  above, 
preservation  and  management  will  be 
provided  for  occurrences  within  the 
preserve  areas  of  these  subarea  plans. 

In  summary,  we  are  considering 
exclusion  of  278  ac  (113  ha)  of  non- 
Federal  lands  that  meet  the  definition  of 
critical  habitat  for  Ambrosia  pumila 
within  the  City  and  County  of  San  Diego 
Subarea  Plans  under  section  4(b)(2)  of 
the  Act.  There  are  an  additional  143.7 
ac  (58.1  ha)  of  Federal  land  at  the  San 
Diego  National  Wildlife  Refuge  included 
in  Subunits  7B  and  7C  that  are  within 
the  County  of  San  Diego’s  subarea  plan 
that  meet  the  definition  of  critical 
habitat,  but  because  these  lands  are 
federally  owned  we  are  not  considering 
them  for  exclusion.  The  2002  final 
listing  rule  for  A.  pumila  identified  the 
following  primary  threats  for  this 
species:  habitat  destruction  and 
fragmentation  from  urban  development 
and  development  of  recreational 
activities;  highway  and  utility  corridor 
construction,  highway  expansion,  and 
maintenance  of  these  corridors; 
trampling  and  soil  compaction  caused 
by  hikers,  horses,  and  vehicles;  fire 
suppression  practices;  competition  from 
nonnative  plant  species;  and  stochastic 
events  such  as  fire  of  drought  (67  FR 
44372;  July  2,  2002).  The 
implementation  of  the  City  and  County 
of  San  Diego  MSCP  subarea  plans  helps 
to  address  these  threats  through  a 
regional  planning  effort  rather  than 
through  a  project-by-project  approach, 

'  and  outlines  species-specific  objectives 
and  criteria  for  the  conservation  of  A. 
pumila.  We  will  analyze  the  benefits  of 
inclusion  and  exclusion  of  this  area 
from  critical  habitat  under  section 
4(b)(2)  of  the  Act.  We  encourage  any 
public  comment  in  relation  to  our 
consideration  of  the  areas  discussed 
above  for  inclusion  or  exclusion. 


Econpmic  Analysis 

Section  4(b)(2)  of  the  Act  allows  the 
Secretary  to  exclude  areas  from  critical 
habitat  for  economic  reasons  if  the 
Secretary  determines  that  the  benefits  of 
such  exclusion  exceed  the  benefits  of 
designating  the  area  as  critical  habitat. 
However,  this  exclusion  cannot  occur  if 
it  will  result  in  the  extinction  of  the 
species  concerned. 

In  compliance  with  section  4(b)(2)  of 
the  Act,  we  are  preparing  an  analysis  of 
the  economic  impacts  of  proposing 
critical  habitat  designation  and  related 
factors  for  Ambrosia  pumila,  to  evaluate 
the  potential  economic  impact  of  the 
designation.  This  economic  analysis 
also  will  be  used  to  determine 
compliance  with  the  Regulatory 
Flexibility  Act,  the  Small  Business 
Regulatory  Enforcement  Fairness  Act, 
E.O.  12630  (Takings),  and  E.O.  13211 
(Energy  Supply,  Distribution,  or  Use). 

We  will  announce  the  availability  of 
the  draft  economic  analysis  as  soon  as 
it  is  completed,  at  which  time  we  will 
seek  public  review  and  comment.  At 
that  time,  copies  of  the  draft  economic 
analysis  will  be  available  for 
downloading  from  the  Internet  at  http:// 
www.regulations.gov,  or  by  contacting 
the  Carlsbad  Fish  and  Wildlife  Office 
directly  (see  FOR  FURTHER  INFORMATION 
CONTACT  section).  Based  on  public 
comment  on  that  document,  and  our 
evaluation  of  the  relative  benefits  of 
inclusions  and  exclusion,  areas  may  be 
excluded  from  critical  habitat  by  the 
Secretary  under  the  provisions  of 
section  4(b)(2)  of  the  Act  in  the  final 
rule,  as  provided  for  in  the  Act  and  in 
our  implementing  regulations  at  50  CFR 
242.19. 

Peer  Review 

In  accordance  with  our  joint  policy 
published  in  the  Federal  Register  on 
July  1, 1994  (59  FR  34270),  we  are 
soliciting  the  expert  opinions  of  at  least 
three  appropriate  independent 
specialists  regarding  this  proposed  rule. 
The  purpose  of  peer  review  is  to  ensure 
that  our  critical  habitat  designation  is 
based  on  scientifically  sound  data, 
assumptions,  and  analyses.  We  have 
invited  these  peer  reviewers  to  comment 
during  this  public  comment  period  on 
our  specific  assumptions  and 
conclusions  in  this  proposed 
designation  of  critical  habitat.  We  will 
consider  all  comments  and  information 
we  receive  during  this  comment  period 
on  this  proposed  rule  during  our 
preparation  of  a  final  determination. 
Accordingly,  our  final  decision  may 
differ  from  this  proposal. 


Public  Hearings 

Section  4(b)(5)  of  the  Act  provides  for 
one  or  more  public  hearings  on  this 
proposal,  if  we  receive  any  requests  for 
hearings.  We  must  receive  your  request 
for  a  public  hearing  within  45  days  after 
the  date  of  this  Federal  Register 
publication.  Send  your  request  to  Jim 
Bartel,  Field  Supervisor  of  the  Carlsbad 
Fish  and  Wildlife  Office  (see  FOR 
FURTHER  INFORMATION  CONTACT  section). 
We  will  schedule  public  hearings  on 
this  proposal,  if  any  are  requested,  and 
announce  the  dates,  times,  and  places  of 
those  hearings,  as  well  as  how  to  obtain 
reasonable  accommodations,  in  the 
Federal  Register  and  local  newspapers 
at  least  15  days  before  the  first  hearing. 

Required  Determinations 

Regulatory  Planning  and  Review — 
Executive  Order  12866 

The  Office  of  Management  and  Budget 
(OMB)  has  determined  that  this  rule  is 
not  significant  under  Executive  Order 
(E.O.)  12866.  OMB  bases  its 
determination  upon  the  following  four 
criteria: 

(1)  Whether  the  rule  will  have  an 
annual  effect  of  $100  million  or  more  on 
the  economy  or  adversely  affect  an 
economic  sector,  productivity,  jobs,  the 
environment,  or  other  units  of  the 
government. 

(2)  Whether  the  rule  will  create 
inconsistencies  with  other  Federal 
agencies’  actions. 

(3)  Whether  the  rule  will  materially 
affect  entitlements,  grants,  user  fees, 
loan  programs,  or  the  rights  and 
obligations  of  their  recipients. 

(4)  Whether  the  rule  raises  novel  legal 
or  policy  issues. 

Regulatory  Flexibility  Act  (5  U.S.C.  601 
et  seq.) 

Under  the  Regulatory  Flexibility  Act 
(RFA;  5  U.S.C.  601  et  seq.,  as  amended 
by  the  Small  Business  Regulatory 
Enforcement  Fairness  Act  (SBREFA)  of 
1996),  whenever  an  agency  must 
publish  a  notice  of  rulemaking  for  any 
proposed  or  final  rule,  it  must  prepare 
and  make  available  for  public  comment 
a  regulatory  flexibility  analysis  that 
describes  the  effect  of  the  rule  on  small 
entities  (i.e.,  small  businesses,  small 
organizations,  and  small  government 
jurisdictions).  However,  no  regulatory 
flexibility  analysis  is  required  if  the 
head  of  an  agency  certifies  the  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  The  SBREFA  amended  the  RFA 
to  require  Federal  agencies  to  provide  a 
statement  of  factual  basis  for  certifying 
that  the  rule  will  not  have  a  significant 
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economic  impact  on  a  substantial 
number  of  small  entities. 

At  this  time,  we  lack  the  available 
economic  information  necessary  for  the 
areas  being  proposed  in  this  revision  to 
provide  an  adequate  factual  basis  for  the 
required  RFA  finding.  Therefore,  we 
defer  the  RFA  finding  until  completion 
of  the  draft  economic  analysis  prepared 
under  section  4(b)(2)  of  the  Act  and  E.O. 
12866.  The  draft  economic  analysis  will 
provide  the  required  factual  basis  for  the 
RFA  finding.  Upon  completion  of  the 
draft  economic  analysis,  we  will 
announce  its  availability  in  the  Federal 
Register  and  reopen  the  public 
comment  period  for  the  proposed 
designation.  We  will  include  with  this 
announcement,  as  appropriate,  an  initial 
regulatory  flexibility  analysis  or  a 
certification  that  the  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
accompanied  by  the  factual  basis  for 
that  determination.  We  concluded  that 
deferring  the  RFA  finding  until 
completion  of  the  draft  economic 
analysis  is  necessary  to  meet  the 
purposes  and  requirements  of  the  RFA. 
Deferring  the  RFA  finding  in  this 
manner  will  ensure  that  we  make  a 
sufficiently  informed  determination 
based  on  adequate  economic 
information  and  provide  the  necessary 
opportunity  for  public  comment. 

Unfunded  Mandates  Reform  Act  (2 
U.S.C.  1501  etseq.) 

In  accordance  with  the  Unfunded 
Mandates  Reform  Act,  we  make  the 
following  findings: 

1 .  This  rule  will  not  produce  a 
Federal  mandate.  In  general,  a  Federal 
mandate  is  a  provision  in  legislation, 
statute,  or  regulation  that  would  impose 
an  enforceable  duty  upon  State,  local,  or 
Tribal  governments,  or  the  private 
sector,  and  includes  both  “Federal 
intergovernmental  mandates”  and 
“Federal  private  sector  mandates.” 

These  terms  are  defined  in  2  U.S.C. 
658(5)— (7).  “Federal  intergovernmental 
mandate”  includes  a  regulation  that 
“would  impose  an  enforceable  duty 
upon  State,  local,  or  [Tjribal 
governments”  with  two  exceptions.  It 
excludes  “a  condition  of  Federal 
assistance.”  It  also  excludes  “a  duty 
arising  from  participation  in  a  voluntary 
Federal  program,”  unless  the  regulation 
“relates  to  a  then-existing  Federal 
program  under  which  $500,000,000  or 
more  is  provided  annually  to  State, 
local,  and  [Tjribal  governments  under 
entitlement  authority,”  if  the  provision 
would  “increase  the  stringency  of 
conditions  of  assistance”  or  “place  caps 
upon,  or  otherwise  decrease,  the  Federal 
Government’s  responsibility  to  provide 


funding,”  and  the  State,  local,  or  Tribal 
governments  “lack  authority”  to  adjust 
accordingly.  At  the  time  of  enactment, 
these  entitlement  programs  were: 
Medicaid;  AFDC  work  programs;  Child 
Nutrition;  Food  Stamps;  Social  Services 
Block  Grants;  Vocational  Rehabilitation 
State  Grants;  Foster  Care,  Adoption 
Assistance,  and  Independent  Living; 
Family  Support  Welfare  Services;  and 
Child  Support  Enforcement.  “Federal 
private  sector  mandate”  includes  a 
regulation  that  “would  impose  an 
enforceable  duty  upon  the  private 
sector,  except  (i)  a  condition  of  Federal 
assistance  or  (ii)  a  duty  arising  from 
participation  in  a  voluntary  Federal 
program.” 

The  designation  of  critical  habitat 
does  not  impose  a  legally  binding  duty 
on  non-Federal  Government  entities  or 
private  parties.  Under  the  Act,  the  only 
regulatory  effect  is  that  Federal  agencies 
must  ensure  that  their  actions  do  not 
destroy  or  adversely  modify  critical 
habitat  under  section  7.  While  non- 
Federal  entities  that  receive  Federal 
funding,  assistance,  permits,  or 
otherwise  require  approval  or 
authorization  from  a  Federal  agency  for 
an  action,  may  be  indirectly  impacted 
by  the  designation  of  critical  habitat,  the 
legally  binding  duty  to  avoid 
destruction  or  adverse  modification  of 
critical  habitat  rests  squarely  on  the 
Federal  agency.  Furthermore,  to  the 
extent  that  non-Federal  entities  are 
indirectly  impacted  because  they 
receive  Federal  assistance  or  participate 
in  a  voluntary  Federal  aid  program,  the 
Unfunded  Mandates  Reform  Act  would 
not  apply,  nor  would  critical  habitat 
shift  the  costs  of  the  large  entitlement 
programs  listed  above  onto  State 
governments. 

2.  We  do  not  expect  this  rule  to 
significantly  or  uniquely  affect  small 
governments.  Small  governments  will 
be  affected  only  to  the  extent  that  any 
programs  having  Federal  funds,  permits, 
or  other  authorized  activities  must 
ensure  that  their  actions  will  not 
adversely  affect  the  critical  habitat. 
Therefore,  a  Small  Government  Agency 
Plan  is  not  required.  However,  as  we 
conduct  our  economic  analysis  for  the 
rule,  we  will  further  evaluate  this  issue 
and  revise  this  assessment  if 
appropriate.  , 

Takings — Executive  Order  12630 

In  accordance  with  E.O.  12630 
(Government  Actions  and  Interference 
with  Constitutionally  Protected  Private 
Property  Rights),  we  have  analyzed  the 
potential  takings  implications  of 
designating  critical  habitat  for  Ambrosia 
pumila  in  a  takings  implications 
assessment.  The  takings  implications 


assessment  concludes  that  this 
designation  of  critical  habitat  for  A. 
pumila  does  not  pose  significant  takings 
implications  for  lands  within  or  affected 
by  the  designation. 

Federalism — Executive  Order  13132 

In  accordance  with  E.O.  13132 
(Federalism),  this  proposed  rule  does 
not  have  significant  Federalism  effects. 

A  Federalism  assessment  is  not 
required.  In  keeping  with  Department  of 
the  Interior  and  Department  of 
Commerce  policy,  we  requested 
information  from,  and  coordinated 
development  of,  this  proposed  critical 
habitat  designation  with  appropriate 
State  resource  agencies  in  California. 

The  designation  may  have  some  benefit 
to  these  governments  because  the  areas 
that  contain  the  features  essential  to  the 
conservation  of  the  species  are  more 
clearly  defined,  and  the  PCEs  of  the 
habitat  necessary  to  the  conservation  of 
the  species  are  specifically  identified. 
This  information  does  not  alter  where 
and  what  federally  sponsored  activities 
may  occur.  However,  it  may  assist  these 
local  governments  in  long-range 
planning  (rather  than  having  them  wait 
for  case-by-case  section  7  consultations 
to  occur). 

Where  State  and  local  governments 
require  approval  or  authorization  from  a 
Federal  agency  for  actions  that  may 
affect  critical  habitat,  consultation 
under  section  7(a)(2)  would  be  required. 
While  non-Federal  entities  that  receive 
Federal  funding,  assistance,  or  permits, 
or  that  otherwise  require  approval  or 
authorization  from  a  Federal  agency  for 
an  action,  may  be  indirectly  impacted 
by  the  designation  of  critical  habitat,  the 
legally  binding  duty  to  avoid 
destruction  or  adverse  modification  of 
critical  habitat  rests  squarely  on  the 
Federal  agency. 

Civil  Justice  Reform — Executive  Order 
12988 

In  accordance  with  Executive  Order 
12988  (Civil  Justice  Reform),  it  has  been 
determined  that  the  rule  does  not 
unduly  burden  the  judicial  system  and 
meets  the  requirements  of  sections  3(a) 
and  3(b)(2)  of  the  Order.  We  have 
proposed  designation  of  critical  habitat 
in  accordance  with  the  provisions  of  the 
Endangered  Species  Act.  This  proposed 
rule  uses  standard  property  descriptions 
and  identifies  the  PCEs  within  the 
designated  areas  to  assist  the  public  in 
understanding  the  habitat  needs  of 
Ambrosia  pumila. 

Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3501  et  seq.) 

This  rule  does  not  contain  any  new 
collections  of  information  that  require 


Federal  Register / Vol.  74,  Nq.  165 /Thursday,  August  27,  2009 / Proposed  Rules 


44239 


approval  by  OMB  under  the  Paperwork 
Reduction  Act  of  1995.  This  rule  will 
not  impose  recordkeeping  or  reporting 
requirements  on  State  or  local 
governments,  individuals,  businesses,  or 
organizations.  An  agency  may  not 
conduct  or  sponsor,  and  a  person  is  not 
required  to  respond  to,  a  collection  of 
information  unless  it  displays  a 
currently  valid  OMB  control  number. 

National  Environmental  Policy  Act 
(NEPA)  (42  U.S.C.  4321  et.  seq.) 

It  is  our  position  that,  outside  the 
jurisdiction  of  the  Circuit  Court  of  the 
United  States  for  the  Tenth  Circuit,  we 
do  not  need  to  prepare  environmental 
analyses  as  defined  by  NEPA  in 
connection  with  designating  critical 
habitat  under  the  Endangered  Species 
Act.  We  published  a  notice  outlining 
our  reasons  for  this  determination  in  the 
Federal  Register  on  October  25, 1983 
(48  FR  49244).  This  assertion  was 
upheld  by  the  Circuit  Court  of  the 
United  States  for  the  Ninth  Circuit 
[Douglas  County  v.  Babbitt,  48  F.3d 
1495  (9th  Cir.  1995),  cert,  denied  516 
U.S.  1042  (1996)). 

Clarity  of  the  Rule 

We  are  required  by  Executive  Orders 
12866  and  12988  and  by  the 
Presidential  Memorandum  of  June  1 , 
1998,  to  write  all  rules  in  plain 
language.  This  means  that  each  rule  we 
publish  must: 

(1)  Be  logically  organized; 

(2)  Use  the  active  voice  to  address 
readers  directly; 

(3)  Use  clear  language  rather  than 
jargon; 

(4)  Be  divided  into  short  sections  and 
sentences;  and 

(5)  Use  lists  and  tables  wherever 
possible. 

If  you  feel  that  we  have  not  met  these 
requirements,  send  us  comments  by  one 
of  the  methods  listed  in  the  ADDRESSES 
section.  To  better  help  us  revise  the 
rule,  your  comments  should  be  as 
specific  as  possible.  For  example,  you 
should  tell  us  the  numbers  of  the 
sections  or  paragraphs  that  are  unclearly 


written,  which  sections  or  sentences  are 
too  long,  the  sections  where  you  feel 
lists  or  tables  would  be  useful,  etc. 

Government-to-Government 
Relationship  with  Tribes 

In  accordance  with  the  President’s 
memorandum  of  April  29,  1994, 
Government-to-Government  Relations 
with  Native  American  Tribal 
Governments  (59  FR  22951),  E.O.  13175, 
and  the  Department  of  the  Interior’s 
manual  at  512  DM  2,  we  readily 
acknowledge  our  responsibility  to 
communicate  meaningfully  with 
recognized  Federal  Tribes  on  a 
government-to-government  basis.  In 
accordance  with  Secretarial  Order  3206 
of  June  5,  1997  (American  Indian  Tribal 
Rights,  Federal-Tribal  Trust 
Responsibilities,  and  the  Endangered 
Species  Act),  we  readily  acknowledge 
our  responsibilities  to  work  directly 
with  Tribes  in  developing  programs  for 
healthy  ecosystems,  to  acknowledge  that 
Tribal  lands  are  not  subject  to  the  same 
controls  as  Federal  public  lands,  to 
remain  sensitive  to  Indian  culture,  and 
to  make  information  available  to  Tribes. 

We  determined  there  are  no  Tribal 
lands  occupied  by  Ambrosia  pumila  at 
the  time  of  listing  that  contain  the 
features  essential  for  the  conservation  of 
Ambrosia  pumila,  nor  are  there  any 
other  Tribal  lands  that  are  essential  for 
the  conservation  of  this  species. 
Therefore,  designation  of  critical  habitat 
for  A.  pumila  is  not  being  proposed  on 
Tribal  lands.  We  will  continue  to 
coordinate  with  Tribal  governments  as 
appropriate  during  the  designation 
process. 

Energy  Supply,  Distribution,  or  Use — 
Executive  Order  13211 

Executive  Order  13211,  “Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use”  requires  agencies 
to  prepare  Statements  of  Energy  Effects 
when  undertaking  certain  actions.  Based 
on  an  analysis  conducted  for  the 
preparation  of  this  proposal,  we 
determined  that  this  proposed  rule  to  • 


designate  critical  habitat  for  Ambrosia 
pumila  is  not  expected  to  significantly 
affect  energy  supplies,  distribution,  or 
use.  Therefore,  this  action  is  not  a 
significant  energy  action,  and  no 
Statement  of  Energy  Effects  is  required. 
However,  we  will  further  evaluate  this 
issue  as  we  conduct  our  economic 
analysis,  and  review  and  revise  this 
assessment  as  warranted. 

References  Cited 

A  complete  list  of  all  references  cited 
in  this  rulemaking  is  available  on  http:// 
wwww.regulations.gov  and  upon  request 
from  the  Field  Supervisor,  Carlsbad  Fish 
and  Wildlife  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT  section). 

Author(s) 

The  primary  author  of  this  notice  is 
the  staff  from  the  Carlsbad  Fish  and 
Wildlife  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT  section). 

List  of  Subjects  in  50  CFR  Part  17 

Endangered  and  threatened  species, 
Exports,  Imports,  Reporting  and 
recordkeeping  requirements, 
Transportation. 

Proposed  Regulation  Promulgation 

Accordingly,  we  propose  to  amend 
part  17,  subchapter  B  of  chapter  I,  title 
50  of  the  Code  of  Federal  Regulations, 
as  set  forth  below: 

PART  17— {AMENDED] 

1.  The  authority  citation  for  part  17 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1361-1407;  16  U.S.C. 
1531-1544;  16  U.S.C.  4201-4245;  Pub.  L.  99- 
625, 100  Stat.  3500;  unless  otherwise  noted. 

2.  In  §  17.12(h),  revise  the  entry  for 
“Ambrosia  pumila”  under 
“FLOWERING  PLANTS”  to  read  as 
follows: 

§  17.12  Endangered  and  threatened 
plants. 

*  *  *  *  * 

(h)  *  *  * 


Species 

- 1 - - - 

Historic  range 

Family 

Status 

When  listed 

Critical  habitat 

Special  rules 

Scientific  name  |  Common  name 

1 - 
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3.  In  §  17.96(a),  add  an  entry  for 
“Ambrosia  pumila  (San  Diego 
ambrosia),”  in  alphabetical  order  under 
family  Asteraceae,  to  read  as  follows: 

§  17.96  Critical  habitat— plants. 

(a)  Flowering  plants. 
***** 

Family  Asteraceae:  Ambrosia  pumila 
(San  Diego  ambrosia) 

(1)  Critical  habitat  units  are  depicted 
for  Riverside  and  San  Diego  Counties, 
California,  on  the  maps  below. 

(2)  Within  these  areas,  the  primary 
constituent  elements  (PCEs)  of  critical 
habitat  for  Ambrosia  pumila  are: 

(i)  Sandy  loam  or  clay  soils 
(regardless  of  disturbance  status), 
including  (but  not  limited  to)  the 
Placentia  (sandy  loam),  Diablo  (clay), 


and  Ramona  (sandy  loam)  soil  series 
that  occur  on  or  near  (but  not  directly 
adjacent  to)  a  river,  creek,  or  other 
drainage,  or  within  the  watershed  of  a 
vernal  pool,  and  that  occur  on  an  upper 
terrace  (flat  or  gently  sloping  areas  of  0 
to  42  percent  slopes  are  typical  for 
terraces  on  which  A.  pumila 
occurrences  are  fdund). 

(ii)  Grassland  or  ruderal  habitat  types 
(disturbed  communities  containing  a 
mixture  of  native  and  nonnative  grasses 
and  forbs)  or  openings  within  coastal 
sage  scrub,  on  the  soil  types  and 
topography  described  in  the  PCE  set 
forth  in  paragraph  (2)(i)  of  this  entry, 
that  provide  adequate  sunlight  and 
airflow  for  population  growth  and 
reproduction. 

(3)  Critical  habitat  does  not  include 
manmade  structures  existing  on  the 


effective  date  of  this  rule,  such  as 
buildings,  aqueducts,  airports,  and 
roads,  and  the  land  on  which  such 
structures  are  located,  and  not 
containing  one  or  more  of  the  PCEs. 

(4)  Critical  habitat  map  units.  Data 
layers  defining  map  units  were  created 
using  a  base  of  U.S.  Geological  Survey 
7.5’  quadrangle  maps.  Critical  habitat 
units  were  then  mapped  using  Universal 
Transverse  Mercator  (UTM)  zone  11, 
North  American  Datum  (NAD)  1983 
coordinates.  These  coordinates  establish 
the  vertices  and  endpoints  of  the 
boundaries  of  the  units  and  subunits. 

(5)  Note:  Index  Map  of  critical  habitat 
for  Ambrosia  pumila  (San  Diego 
ambrosia),  Riverside  and  San  Diego 
Counties,  California,  follows: 
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Index  Map 

Critical  Habitat  for  Ambrosia  pumila  (San  Diego  ambrosia) 
Riverside  and  San  Diego  Counties,  California 
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(6)  Unit  1,  Riverside  County,  (ii)  Note:  Map  of  Unit  1,  Critical  ambrosia),  Riverside  County,  California, 

California.  Habitat  for  Ambrosia  pumila  (San  Diego  follows: 

(i)  [Reserved  for  textual  description  of 
units.] 
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Unit  l 

Proposed  Critical  Habitat  for  Ambrosia  pumila  (San  Diego  ambrosia) 


Riverside  County,  California 


Alberhill 


NICHOLS  RD 


Lake 

Elsinore 


■  Proposed  Critical  Habitat 
/\/  Major  Road 
Minor  Road 


(7)  Units  2  and  3,  Riverside  County,  (ii)  Note:  Map  of  Units  2  and  3,  (San  Diego  ambrosia),  Riverside  County, 

California.  Critical  Habitat  for  Ambrosia  pumila  California,  follows: 

(i)  [Reserved  for  textual  description  of 
units.] 
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(8)  Unit  4,  Subunits  4A,  4B,  and  4C,  (ii)  Note:  Map  of  Unit  4,  Critical  ambrosia),  San  Diego  County,  California, 

San  Diego  County,  California.  Habitat  for  Ambrosia  pumila  (San  Diego  follows: 

(i)  [Reserved  for  textual  description  of 
unit.] 
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Unit  4C 


Unit  4 

Proposed  Critical  Habitat  for  Ambrosia  pumila  (San  Diego  ambrosia) 
_ San  Diego  County,  California 
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Unit  5 

Proposed  Critical  Habitat  for  Ambrosia  pumila  (San  Diego  ambrosia) 
_ San  Diego  County,  California _ 
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(10)  Unit  6,  San  Diego  County,  (ii)  Note:  Map  of  Unit  6,  Critical  ambrosia),  San  Diego  County,  California 

California.  Habitat  for  Ambrosia  pumila  (San  Diego  follows: 

(i)  [Reserved  for  textual  description  of 
units.] 
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Unit  6 

Proposed  Critical  Habitat  for  Ambrosia  pumila  (San  Diego  ambrosia) 


San  Diego  County,  California 


Marine  Corps 
Air  Station 
Miramar 


Fortuna 

Mtn. 


mission  l 
"gorge  rd 


Mission  Trails 
Regional  Park 


Proposed  Critical  Habitat 


San  Diego 
City  Limits 

Other  City 


Minor  Road 


(11)  Unit  7,  Subunits  7 A,  7B,  and  7C,  (ii)  Note:  Map  of  Unit  7,  Critical  ambrosia),  San  Diego  County,  California, 

San  Diego  County,  California.  Habitat  for  Ambrosia  pumila  (San  Diego  follows: 

(i)  [Reserved  for  textual  description  of 
units.] 
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Dated:  August  14,  2009 

Will  Shafroth, 

Acting  Assistant  Secretary  for  Fish  and 
Wildlife  and  Parks. 

[FR  Doc.  E 9-2 0499  Filed  8-26-09;  8:45  am] 
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LIST  OF  PUBLIC  LAWS 


This  is  a  continuing  list  of 
public  bills  from  the  current 
session  of  Congress  which 
have  become  Federal  laws.  It 
may  be  used  in  conjunction 
with  “PLUS”  (Public  Laws 
Update  Service)  on  202-741- 
6043.  This  list  is  also 
available  online  at  http://  » 
www.archives.gov/federat- 
register/laws.html. 

The  text  of  laws  is  not 
published  in  the  Federal 
Register  but  may  be  ordered 
in  “slip  law”  (individual 
pamphlet)  form  from  the 
Superintendent  of  Documents, 
U.S.  Government  Printing 
Office,  Washington,  DC  20402 
(phone,  202-512-1808).  The 
text  will  also  be  made 
available  on  the  Internet  from 
GPO  Access  at  http:// 
www.gpoaccess.gov/plaws/ 
index.html.  Some  laws  may 
not  yet  be  available. 

H.R.  774/P.L.  111-50 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  46-02  21st  Street  in 
Long  Island  City,  New  York, 
as  the  “Geraldine  Ferraro 
Post  Office  Building”.  (Aug. 

19,  2009;  123  Stat.  1979) 


H.R.  987/P.L.  111-51 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  601  8th  Street  in 
Freedom,  Pennsylvania,  as 
the  “John  Scott  Challis,  Jr. 

Post  Office”.  (Aug.  19,  2009; 
123  Stat.  1980) 

H.R.  1271/P.L.  111-52 
To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  2351  West  Atlantic 
Boulevard  in  Pompano  Beach, 
Florida,  as  the  “Elijah  Pat 
Larkins  Post  Office  Building”. 
(Aug.  19,  2009;  123  Stat. 

1981) 

H.R.  1 275/P.L.  111-53 

Utah  Recreational  Land 
Exchange  Act  of  2009  (Aug. 
19,  2009;  123  Stat.  1982) 

H.R.  1 397/P. L.  111-54 
To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  41  Purdy  Avenue  in 
Rye,  New  York,  as  the 
“Caroline  O’ Day  Post  Office 
Building”.  (Aug.  19,  2009;  123 
Stat.  1989) 

H.R.  2090/P. L.  111-55 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  431  State  Street  in 
Ogdensburg,  New  York,  as 
the  “Frederic  Remington  Post 
Office  Building”.  (Aug.  19, 
2009;  123  Stat.  1990) 

H.R.  2162/P.L.  111-56 
To  designate  the  facility  of  the 
United  States  Postal  Service 


located  at  123  11th  Avenue 
South  in  Nampa,  Idaho,  as 
the  “Herbert  A  Littleton  Postal 
Station”.  (Aug.  19,  2009;  123  • 
Stat.  1991) 

H.R.  2325/P. L.  111-57 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  1300  Matamoros 
Street  in  Laredo,  Texas,  as 
the  “Laredo  Veterans  Post 
Office”.  (Aug.  19,  2009;  123 
Stat.  1992) 

H.R.  2422/P.L.  111-58 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  2300  Scenic  Drive 
in  Georgetown,  Texas,  as  the 
“Kile  G.  West  Post  Office 
Building”.  (Aug.  19,  2009;  123 
Stat.  1993) 

H.R.  2470/P. L.  111-59 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  19190  Cochran 
Boulevard  FRNT  in  Port 
Charlotte,  Florida,  as  the 
“Lieutenant  Commander  Roy 
H.  Boehm  Post  Office 
Building”.  (Aua.  19,  2009;  123 
Stat.  1994) 

H.R.  2938/P. L.  111-60 

To  extend  the  deadline  for 
commencement  of  construction 
of  a  hydroelectric  project. 

(Aug.  19,  2009;  123  Stat. 

1995) 

H.J.  Res.  44/P.L.  111-61 

Recognizing  the  service, 
sacrifice,  honor,  and 


professionalism  of  the 
Noncommissioned  Officers  of 
the  United  States  Army.  (Aug. 
19,  2009;  123  Stat.  1996) 

S.J.  Res.  19/P.L.  111-62 

Granting  the  consent  and 
approval  of  Congress  to 
amendments  made  by  the 
State  of  Maryland,  the 
Commonwealth  of  Virginia, 
and  the  District  of  Columbia  to 
the  Washington  Metropolitan 
Area  Transit  Regulation 
Compact.  (Aug.  19,  2009;  123 
Stat.  1998) 
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Public  Laws  Electronic 
Notification  Service 
(PENS) 


PENS  is  a  free  electronic  mail 
notification*  service  of  newly 
enacted  public  laws.  To 
subStr-ibe,  go  to  http:// 
listserv.gsa.gov/archives/ 
publaws-l.html 

Note:  This  service  is  strictly 
for  E-mail  notification  of  new 
laws.  The  text  of  laws  is  not 
available  through  this  service. 
PENS  cannot  respond  to 
specific  inquiries  sent  to  this 
address. 
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